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Title  3 —  Proclamation  8603  of  November  18,  2010 

The  President  National  Family  Week,  2010 


By  the  President  of  the  United  States  of  America 
A  Proclamation 

Like  generations  before  them,  today’s  American  families  rely  on  their  love 
and  care  for  each  other  to  face  challenges.  During  National  Family  Week, 
we  celebrate  the  resilient  spirit  of  America’s  families  and  their  role  in 
building  vibrant  communities  and  a  strong  Nation. 

My  Administration  remains  committed  to  finding  solutions  to  the  issues 
affecting  American  families.  In  my  first  year  in  office,  I  established  the 
White  House  Task 'Force  on  the  Middle  Class,  chaired  by  Vice  President 
Joe  Biden,  which  aims  to  protect  working  families’  economic  security  and 
raise  their  standard  of  living.  And  the  continued  success  of  the  American 
Recovery  and  Reinvestment  Act  has  created  more  jobs,  as  well  as  housing, 
educational,  and  child  care  support  for  faihilies  throughout  the  country. 

This  year,  I  was  proud  to  sign  the  Affordable  Care  Act,  which  strengthens 
health  security  for  families  through  important  health  insurance  reforms. 
This  landmark  law  allows  young  adults  to  stay  on  their  parents’  health 
insurance  plan  until  they  turn  26  or  have  coverage  through  their  job,  requires 
new  plans  to  cover  recommended  preventive  care  with  no  out-of-pocket 
costs,  prohibits  insurance  companies  from  denying  coverage  because  of  a 
pre-existing  condition,  and  eliminates  lifetime  and  annual  caps  on  dollar 
amounts  insurance  companies  will  spend  on  care.  I  also  signed  the  Health 
Care  and  Education  Reconciliation  Act,  which  provides  increased  funding 
for  Pell  grants  to  help  families  cover  the  rising  costs  of  higher  education. 

The  strength  of  our  families  will  determine  our  success  as  a  Nation.  Families 
of  all  kinds  can  provide  a  supportive  and  stable  foundation  to  unlock  the 
promise  in  each  of  us.  These  units  are  the  building  blocks  of  our  neighbor¬ 
hoods  and  communities,  shaping  the  development  of  our  society,  instilling 
values  in  us,  and  impacting  our  lives  with  their  care  and  compassion. 
During  this  holiday  season,  we  especially  acknowledge  the  sacrifices  of 
our  brave  service  members  and  their  families  who  keep  our  loved  ones 
safe  here  at  home  and  abroad. 

This  National  Family  Week,  we  recognize  the  importance  of  the  family 
unit  in  helping  all  Americans  reach  their  dreams.  As  we  confront  our  chal¬ 
lenges  as  a  Nation,  let  us  support  our  families  in  creating  safe,  nurturing 
environments  for  our  loved  ones  and  communities.  Together,  we  will  build 
a  foundation  for  the  future  success  of  all  of  America’s  sons  and  daughters. 

NOW,  THEREFORE,  I,  BARACK  OBAMA,  President  of  the  United  States 
of  America,  by  virtue  of  the  authority  vested  in  me  by  the  Constitution 
and  the  laws  of  the  United  States,  do  hereby  proclaim  November  21  through 
November  27,  2010,  as  National  Family  Week.  I  invite  all  States,  local 
communities,  and  individuals  to  join  in  observing  this  week  with  appropriate 
ceremonies  and  activities  to  honor  our  Nation’s  families. 
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IN  WITNESS  WHEREOF,  I  have  hereunto  set  my  hand  this  eighteenth  day 
of  November,  in  the  year  of  our  Lord  t^vo  thousand  ten,  and  of  the  Independ¬ 
ence  of  the  United  States  of  America  the  two  hundred  and  thirty-fifth. 
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Proclamation  8604  of  November  19,  2010 

National  Child’s  Day,  2010 


By  the  President  of  the  United  States  of  America 
A  Proclamation 

On  National  Child’s  Day,  we  celebrate  America’s  children  and  rededicate 
ourselves  to  helping  them  reach  for  their  dreams  and  realize, their  full 
potential.  To  build  a  strong  foundation  for  our  children’s  future,  we  must 
support  their  health  and  development  and  ensure  that  they  receive  a  high- 
quality  education  that  will  prepare  them  to  lead  in  the  21st  century. 

My  Administration  is  committed  to  caring  for  our  Nation’s  most  precious 
resource;  our  children.  I  was  proud  to  sign  the  Affordable  Care  Act  into 
law,  which  expands  families’  health  insurance  options  and  requires  new 
plans  to  cover  recommended  preventive  services — including  well-baby  and 
well -child  visits  and  e^ential  immunizations  and  vaccinations — with  no 
out-of-pocket  costs.  It  also  prohibits  insurance  companies  from  using  a  pre¬ 
existing  condition  as  a  reason  to  deny  health  care  coverage  to  children 
as  of  this  year,  and  to  all  Americans  in  2014.  Additionally,  through  the 
“Let’s  Move!”  Initiative,  First  Lady  Michelle  Obama  is  helping  lead  our 
effort  to  end  the  epidemic  of  childhood  obesity  within  a  generation  by 
encouraging  healthy  eating  and  physical  activity. 

We  must  also  invest  in  our  Nation’s  future  by  investing  in  our  children’s 
education,  for  it  is  both  a  key  to  success  and  a  prerequisite  to  opportunity. 
Early  childhood  education  programs  can  greatly  influence  learning  capabili¬ 
ties  later  in  life,  and  my  Administration  is  working  to  expand  these  programs 
and  improve  their  quality.  Teachers  are  the  most  important  resource  to 
a  child’s  learning,  and  countless  children  benefit  from  the  experience  and 
enthusiasm  that  teachers  bring  to  the  classroom.  These  individuals  instill 
in  our  youth  the  knowledge  that  will  enable  them  to  grow  into  active 
and  engaged  adults.  Through  such  care  and  guidance — and  a  greater  effort 
by  all  to  provide  safe,  supportive  spaces  for  our  children,  free  of  bullying 
and  harassment — we  will  unlock  the  promise  within  each  child. 

Our  children  will  soon  stand  at  the  helm  of  America  and  steer  its  course. 
This  Child’s  Day,  let  us  recommit  to  instilling  the  values,  vision,  and  knowl¬ 
edge  that  will  allow  our  children  to  realize  a  future  of  opportunity  and 
prosperity. 

NOW,  THEREFORE,  I,  BARACK  OBAMA,  President  of  the  United  States 
of  America,  by  virtue  of  the  authority  vested  in  me  by  the  Constitution 
and  the  laws  of  the  United  States,  do  hereby  proclaim  November  20,  2010, 
as  National  Child’s  Day.  I  call  upon  all  citizens  to  observe  this  day  with 
appropriate  activities,  programs,  and  ceremonies,  and  to  rededicate  ourselves 
to  creating  the  bright  future  we  want  for  our  Nation’s  children. 
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IN  WITNESS  WHEREOF,  I  hava  Jbereunto  set  my  hand  this  nineteenth  day 
of  November,  in  the  year  of  our  Lord  two  thousand  ten,  and  of  the  Independ¬ 
ence  of  the  United  States  of  America  the  two  hundred  and  thirty-fifth. 


IFR  Doc.  2010-29798  , 
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Proclamation  8605  of  November  19,  2010 

National  Farm-City  Week,  2010 


By  the  President  of  the  United  States  of  America 
A  Proclamation 

America’s  farms  have  long  been  vital  to  our  Nation.  They  contribute  to 
our  public  health,  safeguard  our  environmental  resources,  and  stand  at  the 
forefront  of  our  country’s  path  toward  energy  independence.  We  must  con¬ 
tinue  supporting  the  vital  relationship  between  American  farms  and  families, 
and  work  to  ensure  that  farming  remains  an  economically,  socially,  and 
environmentally  sustainable  way  of  life  for  future  generations.  During  Na¬ 
tional  Farm-City  Week,  we  recognize  the  myriad  contributions  our  Nation’s 
farmers  and  ranchers  make  toward  furthering  the  health  and  well-being 
of  our  country. 

The  connection  between  rur-al  industries  and  urban  markets  is  stronger  than 
ever,  and  Americans  across  the  country  are  finding  ways  to  participate 
in  and  celebrate  the  importance  of  agriculture  and  related  industries.  Rising 
interest  in  local  and  regional  food  highlights  farmers’  contributions  in  con¬ 
necting  urban,  suburban,  and  rural  areas.  American  children  are  learning 
about  the  origins  of  our  food  and  healthy  food  options  by  visiting  farms, 
learning  from  hard-working  farmers  and  ranchers,  and  trying  their  hand 
at  agriculture  through  networks  of  school  gardens  and  farm-to-school  pro¬ 
grams.  Thanks  to  their  constant  enterprise  and  innovation,  rural  communities 
are  building  new  domestic  and  international  markets  for  their  high-quality 
fdod,  fuel,  and  fiber  products.  As  our  agricultutal  industries  continue  to 
feed  individuals  at  home  and  around  the  globe,  we  must  help  ensure  robust 
and  vibrant  rural  communities  to  support  them. 

For  agriculture  to  thrive,  we  must  remain  committed  to  protecting  our  valu¬ 
able  natural  resources  and  diverse  ecosystems.  In  April,  I  launched  the 
America’s  Great  Outdoors  Initiative  to  develop  a  21st-century  conservation 
agenda  that  will  reconnect  Americans  with  the  outdoors  and  protect  our 
Nation’s  vast  and  varied  natural  heritage.  Senior  officials  throughout  my 
Administration  have  travelled  across  the  country  to  farms.  State  fairs,  and 
community  meetings  to  learn  about  innovative  ways  farmers,  ranchers,  tribes, 
conservationists,  and  concerned  citizens  are  working  together  to  preserve 
our  rich  Agricultural  legacy. 

While  we  gather  with  familj^  and  friends  during  this  time  of  Thanksgiving, 
let  us  celebrate  farms  of  every  size  that  produce  the  abundance  that  graces 
our  tables.  During  National  Farm-City  Week,  as  the  bounty  of  agriculture 
moves  from  America’s  farms  to  our  tables,  we  honor  all  who  foster  our 
healthier  future. 

NOW,  THEREFORE,  I,  BARACK  OBAMA,  President  of  the  United  States 
of  America,  by  virtue  of  the  authority  vested  in  me  by  the  Constitution 
and  the  laws  of  the  United  States,  do  hereby  proclaim  November  19  through 
November  25,  2010,  as  National  Farm-City  Week.  I  call  on  all  Americans 
to  reflect  on  the  accomplishments  of  those  who  dedicate  their  lives  to 
promoting  our  Nation’s  agricultural  abundance  and  environmental  steward¬ 
ship. 
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IN  WITNESS  WHEREOF,  I  have  hereunto  set  my  hand  this  nineteenth  day 
of  November,  in  the  year  of  our  Lord  two  thousand  ten,  and  of  the  Independ¬ 
ence  of  the  United  States  of  America  fhe  two  hundred  afid  thirty-fifth. 
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This  section  of  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
applicability  and  legal  effect,  most  of  which 
are  keyed  to  and  codified  in  the  Code  of 
Federal  Regulations,  which  is  published  under 
50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulations  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  in  the  first  FEDERAL 
REGISTER  issue  of  each  week. 


OFFICE  OF  PERSONNEL 
MANAGEMENT 

5  CFR  Part  532 

RIN  3206-AM21 

Prevailing  Rate  Systems;  Redefinition 
of  the  Chicago,  IL;  Fort  Wayne-Marion, 
IN;  Indianapolis,  IN;  Cleveland,  OH; 
and  Pittsburgh,  PA,  Appropriated  Fund 
Federal  Wage  System  Wage  Areas 

AGENCY:  U.S.  Office  of  Personnel 
Management. 

ACTION:  Final  rule. 

SUMMARY:  The  U.S.  Office  of  Personnel 
Management  is  issuing  a  final  rule  to 
redefine  the  geographic  boundaries  of 
the  Chicago,  IL;  Fort  Wayne-Marion-,  IN; 
Indianapolis,  IN;  Cleveland,  OH;  and 
Pittsburgh,  PA,  appropriated  fund 
Federal  Wage  System  (FWS)  wage  areas; 
The  final  rule  redefines  Benton  County, 
IN,  from  the  Chicago  wage  area  to  the 
Indianapolis  wage  area;  Carroll  and 
Howard  Counties,  IN,  from  the  Fort 
Wayne-Marion  wage  area  to  the 
Indianapolis  wage  area;  and  Carroll 
County,  OH,  from'the  Pittsburgh  wage 
area  to  the  Cleveland  wage  area.  These  . 
changes  are  based  on  recent'consensus 
recommendations  of  the  Federal 
Prevailing  Rate  Advisory  Committee  to 
best  match  the  above  counties  to  a 
nearby  FWS  survey  area.  FPRAC 
recommended  no  other  changes  in  the 
geographic  definitions  of  the  Chicago, 
Fort  Wayne-Marion,  Indianapolis,. 
Cleveland,  and  Pittsburgh  FWS  wage 
areas. 

DATES:  This  regulation  is  effective  on 
December  27,  2010. 

FOR  FURTHER  INFORMATION  CONTACT: 
Madeline  Gonzalez,  (202)  606-2838;  e- 
mail  pay-performance-policy@opm.gov; 
or  FAX:  (202)  606-4264. 

SUPPLEMENTARY  INFORMATION:  On  July  9, 
2010,  the  U.S.  Office  of  Personnel 
Management  (0PM)  issued  a  proposed 


rule  (75  FR  39460)  to  redefine  Benton 
County,  IN,  from  the  Chicago,  IL,  wage 
area  to  the  Indianapolis,  IN,  wage  area; 
Carroll  and  Howard  Counties,  IN,  from 
the  Fort  Wayne-Marion,  IN,  wage  area  to 
the  Indianapolis  wage  area;  and  Carroll 
County,  OH,  from  the  Pittsburgh,  PA, 
wage  area  to  the  Cleveland,  OH,  wage 
area.  These  changes  are  based  on  recent 
consensus  recommendations  of  the 
Federal  Prevailing  Rate  Advisory 
Committee  to  best  match  the  above 
counties  to  a  nearby  FWS  survey  area. 
The  proposed  rule  had  a  30-day 
comment  period  during  which  OPM 
received  no  comments. 

Regulatory  Flexibility  Act 

I  certify  that  these  regulations  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities 
because  they  will  affect  only”  Federal 
agencies  and  employees. 

List  of  Subjects  in  5  CFR  Part  532 
Administrative  practice  and 
procedure.  Freedom  of  information. 
Government  employees.  Reporting  and 
recordkeeping  requirements.  Wages. 

U.S.  Office  of  Personnel  Management. 

John  Berry, 

Director. 

■  Accordingly,  the  U.S.  Office  of 
Personnel  Management  amends  5  CFR 
part  532  as  follows: 

PART  532— PREVAILING  RATE 
SYSTEMS 

■  1.  The  authority  citation  for  part  532 
continues  to  read  as  follows; 

Authority;  5  U.S.C.  5343,  5346;  §  532.707 
also  is.sued  under  5  U.S.C.  552. 

Appendix  C  to  Subpart  B  of  Part  532 — 
Appropriated  Fund  Wage  and  Survey 
Areas 

■  2.  Appendix  C  to  subpart  B  is 
amended  by  revising  the  wage  area 
listings  for.  the  Chicago,  IL;  Fort  Wayne- 
Marion,  IN;  Indianapolis,  IN;  Cleveland, 
OH;  and  Pittsburgh,  PA,  wage  areas  to 
read  as  follows: 


CHICAGO 

Survey  Area 


Cook 

Du  Page 

Kane 

Lake 

McHenry 

Will 

Area  of  Application.  Survey  area  plus: 
Illinois: 

Boone 

De  Kalb 

Grundy 

Iroquois 

Kankakee 

Kendall 

LaSalle 

Lee 

Livingston 

Ogle 

Stephenson 
Winnebago  ^ 

Indiana: 

Jasper 
Lake 
La  Porte 
Newton- 
Porter 
Pulaski 
Starke 
Wisconsin: 

Kenosha 


FORT  WAYNE-MARION 

Survey  Area 

Indiana; 

Adams 

Allen 

DeKalb 

Grant 

Huntington 

Wells 

Area  of  Application.  Survey  area  plus: 
Indiana: 

Blackford 

Cass 

Elkhart 

Fulton 

Jay 

Kosciusko 
Lagrange 
Marshall 
Miami 
Noble 
St.  Joseph 
Steuben 
Wabash 
White 
Whitley 
Ohio: 

Allen 

Defiance 

Fulton 

Henry 

Mercer 
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Paulding 
Putuam 
Van  Wert 
Williams 

INDIANAPOLIS 

Survey  Area 

Indiana; 

Boone 

Hamilton 

Hancock 

Hendricks 

lohnson 

Marion 

Morgan 

Shelby 

Area  of  Application.  Survey  area  plus: 

Indiana: 

Bartholomew 

Benton 

Brown 

Carroll 

Clay 

Clinton 

Decatur 

Delaware 

Fayette  . 

Fountain 

Henni’ 

Howard 

Madison 

Montgomery 

Parke 

Putnam 

Rush 

Sullivan 

Tippecanoe 

Tipton 

Vermillion 

Vigo 

Warren 


OHIO 


CLEVELAND 

Survey  Area 

Ohio; 

Cuyahoga 

Geauga 

Lake 

Medina 

Area  of  Application.  Surv'ev  area  plus: 
Ohio; 

Ashland 

Ashtabula 

Carroll 

Columbiana 

Erie 

Huron 

Lorain 

Mahoning 

Ottawa 

Portage 

Sandusky  ' 

Seneca 

Stark 

Summit 

Trumbull 

Wayne 


PENNSYLVANIA 


PITTSBURGH 

Survey  Area 

Pennsylvania:  ' 

Allegheny 

Beaver 

Butler 

Washington 

Westmoreland 

Area  of  Application.  Survey  area  plus: 
Pennsylvania: 

Armstrong 

Bedford 

Blair 

Cambria 

Cameron 

Centre 

Clarion 

Clearfield 

Clinton 

Crawford 

Elk  (Does  not  include  the  Allegheny  Na¬ 
tional  Forest  portion) 

Erie 

Fayette 

Forest  (Does  not  include  the  Allegheny 
National -Forest  portion] 

Greene 

Huntingdon 

Indiana 

Jefferson 

Lawrence 

Mercer 

Potter 

Somerset 

V'enango 

Ohio: 

Belmont 
Harrison 
Jefferson 
Tuscarawas  , 

West  Virginia: 

Brooke 

Hancock 

Marshall 

Ohio 

(FR  Doc.  2010-29660  Filed  11-23-10;  8:45  am] 

BILLING  CODE  6325-39-P 


NATIONAL  CREDIT  UNION 
ADMINISTRATION 

12CFR  Part  704 

RIN  3t33-AD58 

Corporate  Credit  Unions,  Technical 
Corrections 

AGENCY:  National  Credit  Union 
Administration  (NCUA). 

ACTION:  Interim  final  rule  with  request 
for  comments. 


SUMMARY:  NCUA  is  issuing  technical 
corrections  to  its  corporate  credit  union 
rule,  published  in  the  Federal  Register 


of  October  20,  201 0.  The  amendments; 
Correct  the  definition  of  collateralized 
debt  obligation  (CDO)  in  §  704.2;  correct 
the  list  of  investments  exempt  from  the 
single  obligor  limits  and  credit  rating 
requirements  in  §  704.6;  and  correct  a 
date  contained  in  Model  Form  H  of 
Appendix  A  to  part  704. 

DATES:  Effective  on  January  18,  2011. 
Comments  must  be  received  by 
December  27,  2010. 

ADDRESSES:  You  may  submit  comments 
by  any  of  the  following  methods  (Please 
send  comments  by  one  method  only): 

Federal  eRuIemaking  Portal:  http:// 
viiATW. regulations. gov.  Follow  the 
instructions  for  submitting  comments. 

NCUA  Web  site:  http:// 
vm'w.ncua.gov/Resources/ 
RegulationsOpinionsLaws/ 
ProposedReguIations.aspx.  Follow  the 
instructions  for  submitting  comments. 

E-mail:  Address  to 

regcomments@ncua.goy.  Include  [Your 
name]  Comments  on  “Interim  Final 
Rulemaking  for  Part  704 — Corporate 
Credit  Unions”  in  the  e-mail  subject 
line. 

Fax:  (703)  518-6319.  Use  the  subject 
line  described  above  for  e-mail. 

Mail:  Address  to  Mary  Rupp, 

Secretary  of  the  Board,  National  Credit 
Union  Administration,  1775  Duke 
Street,  Alexandria,  Virginia  22314- 
3428. 

Hand  Delivery/Courier:  Same  as  mail 
address. 

Public  Inspection:  All  public 
comments  are  available  on  the  agency’s 
Web  site  at  http://wwvv.ncua.gov/ 
Resources/RegulationsOpinionsLaws/ 
ProposedReguIations.aspx  as  submitted, 
except  as  may  not  be  possible  for 
technical  reasons.  Public  comments  will 
not  be  edited  to  remove  any  identifying 
or  contact  information.  Paper  copies  of 
comments  may  be  inspected  in  NCUA’s 
law  library  at  1775  Duke  Street, 
Alexandria,  Virginia  22314,  by 
appointment  weekdays  between  9  a.m. 
and  3  p.m.  To  make  an  appointment, 
call  (703)  518-6546  or  send  an  e-mail  to 
OGCMail@ncua.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Elizabeth  Wirick,  Staff  Attorney,  Office 
of  General  Counsel,  aTthe  address  above 
or  telephone  (703)  518-6540;  or  David 
Shetler,  Deputy  Director,  Office  of 
Corporate  Credit  Unions,  at  the  address 
above  or  telephone  (703)  518-6640. 
SUPPLEMENTARY  INFORMATION 

A.  Background 

The  NCUA  published  a  final  rule  in 
the  Federal  Register  of  October  20, 

2010,  at  75  FR  64786,  containing 
extensive  revisions  to  its  corporate 
credit  union  rule,  12  CFR  part  704.  The 
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final  revisions  require  three  technical 
corrections.  The  following  corrections 
reflect  the  intent  of  the  original 
revisions  as  described  in  the  preamble 
to  the  October  20,  2010  rulemaking. 

B.  Corrections 

Section  704.2  Definition  of 
“collateralized  debt  obligation” 

The  final  revisions  to  part  704 
prohibited  corporate  credit  unions 
(corporates)  from  purchasing  certain 
overly  complex  or  leveraged 
investments,  including  collateralized 
debt  obligations  (CDOs).  75  FR  64786, 
64793  (October  20,  2010).  These 
prohibitions  were  intended  to  protect 
the  corporates  from  the  potential  for 
excessive  investment  losses.  74  FR 
65210,  65237  (December  9,  2009) 
(preamble  to  proposed  part  704 
revisions).  The  proposed  (and  final) 
definition  of  CDO,  however,  was  overly 
broad,  in  that  it  inadvertently  included 
particular  investments  that  did  not — ^ 
when  subject  to  the  other  credit  risk  and 
asset  liability  management  limitations  of 
part  704 — present  the  risk  of  excessive 
losses. 

This  interim  final  rule  amends  the 
CDO  definition  to  ensure  the  following 
are  not  prohibited;  Commercial 
mortgage  backed  securities;  securities 
collateralized  by  Agency  mortgage- 
backed  securities  (Agency  MBS);  and 
securities  that  are  fully  guaranteed  as  to 
principal  and  interest  by  the  United 
States  Government  and  its  agencies  and 
government  sponsored  enterprises. 

The  final  rulemaking  published 
October  20,  2010,  revises  §  704.2  twice. 
The  first  §  704.2  revision  is  effective 
January  18,  2011,  and  the  second 
revision  is  effective  October  20,  2011. 
This  technical  cprrection  to  the 
definition  of  “collateralized  debt 
obligation”  must  be  included  in  both 
revisions.  Accordingly,  the  rule  text 
below  has  two  separate  instructions  for 
the  CDO  definition. 

Paragraph  704.6(b)  Exemptions  to 
§704.6 

Section  704.6  generally  requires 
corporate  investments  meet  certain 
single  obligor  concentration  limits, 
sector  concentration  limits,  and  credit 
rating  requirements.  Paragraph  704.6(b) 
exempts  certain  investments,  including 
investments  generally  issued  by  or 
guaranteed  by  the  U.S.  Government  or 
its  agencies  or  sponsored  enterprises, 
from  the  requirements  of  §  704.6.  As 
stated  in  the  preamble  to  the  recent 
corporate  rule  revisions,  however,  the 
Board  did  not  intend  for  this  exemption 
to  apply  to  agency  MBS  in  the  context 
of  sector  limits.  75  FR  64786,  64806 


(Oct.  20,  2010)  (discussing  paragraph 
704.6(d)(l)(i)).  As  drafted,  however,  not 
only  the  sector  limits  apply  to  agency 
MBS,  but  the  other  requirements, 
including  single  obligor  limits  and 
credit -rating  requirements,  inadvertently 
apply  to  agency  MBS.  This  correction 
clarifies  the  list  of  exemptions  in 
§  704.6(b)  to  make  clear  that  Agency 
MBS  are  subject  to  the  sector 
concentration  limits  in  704.6(d)  but  not 
the  other  requirements  of  §  704.6. 

Appendix  A,  Model  Form  H 

The  rule  as  published  included  an 
incorrect  date  instruction  on  Model 
Form  H  in  Appendix  A.  Id.  at  64851. 
Model  Form  H  included  introductory 
text  indicating  that  the  form  was  for  use 
before  October  20,  2011.  In  fact,  because 
Model  Form  H  deals  with  perpetual 
contributed  capital,  the  form  should  be 
used  only  on  and  after  October  20,  2011. 
The  correction  replaces  the  phrase 
“before”  with  the  phrase  “on  or  after.” 

C.  Interim  Final  Rule 

NCUA  is  issuing  this  rulemaking  as 
an  interim  final  rule  effective  as  of 
January  18,  2011,  which  is  the  date  the 
relevant  provisions  of  the  previous 
corporate  rulemaking  will  take  effect. 
The  Administrative  Procedure  Act 
(APA),  5  U.S.G.  553,  generally  requires 
that  before  a  rulemaking  can  be 
finalized  it  must  first  be  published  as  a 
notice  of  proposed  rulemaking  with  the 
opportunity  for  public  comment,  unless 
the  agency  for  good  cause  finds  that 
notice  and  public  comment  are 
impracticable,  unnecessary,  or  contrary 
to  the  public  interest.  In  this  regard, 
NGUA  believes  good  cause  exists  for 
issuing  these  clarifying  amendments  as 
an  interim  final  rule,  in  order  to 
coordinate  with  the  effective  date  of  the 
recent  final  revisions  as  well  as 
eliminate  as  soon  as  possible  any 
confusion  resulting  from  preamble 
language  that  is  inconsistent  with,  or 
makes  ambiguous,  the  associated 
regulatory  text.  To  that  extent.  NGUA 
believes  issuing  this  rulemaking  as  an 
interim  final  rule  is  in  the  public 
interest.  NGUA  does  not  anticipate 
comments  on  these  changes  and  so  is 
allowing  only  a  30-day  comment  period. 

D.  Regulatory  Procedures 

Regulatory  Flexibility  Act 

The  Regulatory  Flexibility  Act 
requires  NGUA  to  prepare  an  analysis  to 
describe  any  significant  economic 
impact  any  proposed  regulation  may 
have  on  a  substantial  number  of  small 
entities  (those  under  SIO  million  in 
assets).  The  interim  final  lule  applies 
only  to  corporate  credit  unions,  all  of 


which  have  assets  well  in  excess  of  $10 
million.  Accordingly,  the  interim  final 
rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  credit  unions  and, 
therefore,  a  regulatory  flexibility 
analysis  is  not  required. 

Small  Business  Regulatory  Enforcement 
Fairness  Act 

a 

The  Small  Business  Regulatory 
Enforcement  Fairness  Act  (SBREFA)  of 
1996,  Public  Law  104-121,  provides 
generally  for  congressional  review  of 
agency  rules.  A  reporting  requirement  is 
triggered  in  instances  where  NCUA 
issues  a  final  rule  as  defined  by  Section 
551  of  the  Administrative  Procedures 
Act,  5  U.S.G.  551.  While  NCUA  views 
these  clarifying  amendments  as  minor, 
the  formal  determination  by  the  Office 
of  Information  and  Regulatory  Affairs  is 
pending. 

Paperwork  Reduction  Act 

The  Paperwork  Reduction  Act  of  1995 
(PRA)  applies  to  rulemakings  in  which 
an  agenc}'  by  rule  creates  a  new 
paperwork  burden  on  regulated  entities 
or  modifies  an  existing  burden.  44 
U.S.G.  3507(d);  5  CFR  part  1320.  For 
purposes  of  the  PRA,  a  paperwork 
burden  may  take  the  form  of  either  a 
reporting  or  a  recordkeeping ' 
requirement,  both  referred  to  as 
information  collections.  These  technical 
corrections  do  not  impose  any  new 
paperwork  burden. 

Executive  Order  13132 

Executiv'e  Order  13132  encourages 
independent  regulatory  agencies  to 
consider  the  impact  of  their  actions  on 
State  and  local  interests.  In  adherence  to 
fundamental  federalism  principles, 
NCUA,  an  independent  regulatory 
agency  as  defined  in  44  U.S.G.  3502(5), 
voluntarily  complies  with  the  executive 
order. 

The  interim  final  rule  would  not  have 
substantial  direct  effects  on  the  states, 
on  the  connection  between  the  national 
government  and  the  states,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  NCUA  has 
determined  that  this  rule  does  not 
constitute  a  policy  that  has  federalism 
implications  for  purposes  of  the 
executive  order. 

The  Treasury'  and  General  Government 
Appropriations  Act,  1999 — Assessment 
of  Federal  Regulations  and  Policies  on 
Families 

The  NCUA  has  determined  that  this 
interim  final  rule  will  not  affect  family 
well-being  within  the  meaning  of 
section  654  of  the  Treasury  and  General 
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Government  Appropriations  Act,  1999, 
Public  Law  105-277,  112  Stat.  2681 
(1998). 

List  of  Subjects  in  12  CFR  Part  704 

Credit  unions.  Corporate  credit 
unions.  Reporting  and  recordkeeping 
requirements. 

By  the  National  Credit  Union 
Administration  Board  oa  November  18,  2010. 
Mary  F.  Rupp, 

Secretary  of  the  Board. 

m  For  the  reasons  stated  in  the  preamble, 
the  National  Credit  Union 
Administration  amends  12  CFR  part  704 
as  set  forth  below: 

PART  704— CORPORATE  CREDIT 
UNIONS 

■  1.  The  authority  citation  for  part  704 
continues  to  read  as  follows: 

Authority:  12  U.S.C.  1762, 1766(a),  1772a, 
1781, 1789,  and  1795e. 

■  2.  Revise  the  definition  of 
“collateralized  debt  obligation”  in 
§  704.2  to  read  as  follows: 

§704.2  Definitions. 
***** 

Collateralized  debt  obligation  (CDO) 
means  a  debt  security  collateralized  by 
mortgage-backed  securities,  other  asset- 
backed  securities,  or  corporate 
obligations  in  the  form  of  nonmortgage 
loans  or  debt.  For  purposes  of  part  704, 
the  term  CDO  does  not  include: 

(1)  Senior  tranches  of  Re-REMIC’s 
consisting  of  senior  mortgage-and  asset- 
backed  securities; 

(2)  Any  security  that  is  fully 
guaranteed  as  to  principal  and  interest 
by  the  U.S.  Government  or  its  agencies 
or  its  sponsored  enterprises:  or 

(3)  Any  security  collateralized  by 
other  securities  where  all  the  underlying 
securities  are  fully  guaranteed  as  to 
principal  and  interest  by  the  U.S. 
Government  or  its  agencies  or  its 
sponsored  enterprises. 
***** 

■  3.  Effective  October  20,  2011,  revise 
the  definition  of  “collateralized  debt 
obligation”  in  §  704.2  to  read  as  follows: 

§  704.2  Definitions. 
***** 

Collateralized  debt  obligation  (CDO) 
means  a  debt  security  collateralized  by 
mortgage-backed  securities,  other  asset- 
backed  securities,  or  corporate 
obligations  in  the  form  of  nonmortgage 
loans  or  debt.  For  purposes  of  Part  704, 
the  term  CDO  does  not  include: 

(1)  Senior  tranches  of  Re-REMIC’s 
consisting  of  senior  mortgage-and  asset- 
backed  securities; 

(2)  Any  security  that  is  fully 
guaranteed  as  to  principal  and  interest 


by  the  U.S.  Government  or  its  agencies 
or  its  sponsored  enterprises;  or 

(3)  Any  security  collateralized  by 
other  securities  where  all  the  underlying 
securities  are  fully  guaranteed  as  to 
principal  and  interest  by  the  U.S. 
Government  or  its  agencies  or  its 
sponsored  enterprises. 
***** 

■  4.  Revise  paragraph  (b)  in  §  704.6  to 
read  as  follows: 

§704.6  Credit  risk  management. 
***** 

(b)  Exemption.  The  limitations  and 
requirements  of  this  section  do  not 
apply  to  certain  assets,  whether  or  not 
considered  investments  under  this  part, 
including  fixed  assets,  individual  loans 
and  loan  participation  interests, 
investments  in  CUSOs,  investments  that 
are  issued  or  fully  guaranteed  as  to 
principal  and  interest  by  the  U.S. 
government  or  its  agencies  or  its 
sponsored  enterprises  (but  not 
exempting,  for  purposes  of  paragraph 
(d)  of  this  section,  mortgage  backed 
securities),  investments  that  are  fully  > 
insured  or  guaranteed  (including 
accumulated  dividends  and  interest)  by 
the  NCUSIF  or  the  Federal  Deposit 
Insurance  Corporation,  and  settlement 
funds  in  federally  insured  depository 
institutions. 

***** 

■  5.  Revise  the  introductory  note  in 
Model  Form  H,  Appendix  A,  to  read  as 
follows: 

Appendix  A  to  Part  704 — Capital 
Prioritization  and  Model  Forms 
***** 

Model  Form  H 

Note:  This  form  is  for  use  on  or  after 
October  20,  201 1  in  the  circumstances  where 
the  credit  union  has  determined  that  it  will 
give  newly  issued  capital  priority  over  older 
capital  as  described  in  Part  I  of  this 
Appendix.  Also,  capital  previously  issued 
under  the  nomenclature  “paid-in  capital”  is  ■ 
considered  perpetual  contributed  capital. 

***** 

[FR  Doc.  2010-29547  Filed  11-23-10;  8:45  am) 

BILLING  CODE  7535-01-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-201 0-0760;  Directorate 
Identifier  201 0-NM-086-AD;  Amendment 
39-16520;  AD  2010-24-02} 

RIN  2120-AA64 

Airworthiness  Directives;  Dassault- 
Aviation  Model  FALCON  7X  Airplanes 

agency:  Federal  Aviation 
Administration,  Department  of 
Transportation. 

ACTION:  Final  rule. 

SUMMARY:  We  are  adopting  a  new 
airworthiness  directive  (AD)  for  the 
products  listed  above.  This  AD  results 
from  mandatory  continuing 
airworthiness  information  (MCAI) 
originated  by  an  aviation  authority  of 
another  country  to  identify  and  correct 
an  unsafe  condition  on  an  aviation 
product.  The  MCAI  describes  the  unsafe 
condition  as: 

A  design  review  has  shown  that  the 
Lightning  Sensor  System  (LSS)  antenna 
which  is  optionally  installed  on  certain 
Falcon  7X  aeroplanes  might,  in  the  event  of 
belly  or  gear-up  landing,  puncture  the  rear 
fuel  tank,  which  could  result  in  fuel  leakage 
and  post-landing  fire. 

We  are  issuing  this  AD  to  require 
actions  to  correct  the  unsafe  condition 
on  these  products. 

DATES:  This  AD  becomes  effective 
December  29,  2010. 

The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference 
of  a  certain  publication  listed  in  this  AD 
as  of  December  29,  2010. 

ADDRESSES:  You  may  examine  the  AD 
docket  on  the  Internet  at  http:// 
www.regulations.gov  or  in  person  at  the 
U.S.  Department  of  Transportation, 
Docket  Operations,  M-30,  West 
Building  Ground  Floor,  Room  W12-140, 
1200  New  Jersey  Avenue,  SE., 
Washington,  DC.  ’ 

FOR  FURTHER  INFORMATION  CONTACT:  Tom 
Rodriguez,  Aerospace  Engineer, 
International  Branch,  ANM-116, 
Transport  Airplane  Directorate,  FAA, 
1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone 
(425)  227-1137;  fax  (425)  227-1149. 
SUPPLEMENTARY  INFORMATION: 

Discussion 

We  issued  a  notice  of  proposed 
rulemaking  (NPRM)  to  amend  14  CFR 
part  39  to  include  an  AD  that  would 
apply  to  the  specified  products.  That 
NPRM  was  published  in  the  Federal 
Register  on  August  5,2010(75  FR 
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47247).  That  NPRM  proposed  to  correct 
an  unsafe  condition  for  the  specified 
products.  The  MCAI  states: 

A  design  review  has  shown  that  the 
Lightning  Sensor  System  (LSS)  antenna 
which  is  optionally  installed  on  certain 
Falcon  7X  aeroplanes  might,  in  the  event  of 
belly  or  gear-up  landing,  puncture  the  rear 
fuel  tank,  which  could  result  in  fuel  leakage 
and  post-landing  fire. 

This  AD  requires  the  reinforcement  of  the 
rear  fuel  tank  by  bonding  a  titanium  shield 
plate  on  the  tank  structure  above  the  LSS 
antenna  connector. 

You  may  obtain  further  information  by 
examining  the  MCAI  in  the  AD  docket. 

Comments 

We  gave  the  public  the  opportunity  to 
participate  in  developing  this  AD.  We 
received  no  comments  on  the  NPRM  or 
on  the  determination  of  the  cost  to  the 
public. 

Conclusion 

We  reviewed  the  available  data  and 
determined  that  air  safety  and  the 
public  interest  require  adopting  the  AD 
as  proposed. 

Differences  Between  This  AD  and  the 
MCAI  or  Service  Information 

We  have  reviewed  the  MCAI  and 
related  service  information  and,  in 
general,  agree  with  their  substance.  But 
we  might  have  found  it  necessary  to  use 
different  words  from  those  in  the  MCAI 
to  ensure  the  AD  is  clear  for  U.S. 
operators  and  is  enforceable.  In  making 
these  changes,  we  do  not  intend  to  differ 
substantively  from  the  information 
provided  in  the  MCAI  and  related 
service  information. 

We  might  also  have  required  different 
actions  in  this  AjD  from  those  in  the 
MCAI  in  order  to  follow  our  FAA 
policies.  Any  such  differences  are 
highlighted  in  a  Note  within  the  AD. 

Costs  of  Compliance 

We  estimate  that  this  AD  will  affect  5 
products  of  U.S.  registry.  We  also 
estimate  that  it  will  take  about  10  work- 
hours  per  product  to  comply  with  the 
basic  requirements  of  this  AD.  The 
average  labor  rate  is  $85  per  work-hour. 
Required  parts  will  cost  about  $384  per 
product.  Whece  the  service  information 
lists  required  parts  costs  that  are 
covered  under  warranty,  we  have 
assumed  that  there  will  be  no  charge  for 
these  parts.  As  we  do  not  control 
warranty  coverage  for  affected  parties, 
some  parties  may  incur  costs  higher 
than  estimated  here.  Based  on  these 
figures,  we  estimate  the  cost  of  this  AD 
to  the  U.S.  operators  to  be  $6,170,  or 
$1,234  per  product. 


Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  “Subtitle  VII; 
Aviation  Programs,”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  “Subtitle  VII, 
Part  A,  Subpart  III,  Section  44701: 
General  requirements.”  Under  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  determined  that  this  AD  will  not 
have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 

.  or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  «f  government. 

For  the  reasons  discussed  above,  I 
certify  this  AD: 

1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26,  1979);  and 

3.  Will  not  have  a  significant 

-  economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  regulatory  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD  and  placed  it  in  the  AD  docket. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov;  or  in  person  at  the 
Docket  Operations  office  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  The  AD  docket 
contains  the  NPRM,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  street  address  for 
the  Docket  Operations  office  (telephone 
(800)  647-5527)  is  in  the  ADDRESSES 
section.  Comments  will  be  available  in 
the  AD  docket  shortly  after  receipt. 


List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety,  Incorporation  by  reference. 

Safety. 

Adoption  of  the  Amendment  ^ 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  part  39  as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

■  2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  AD: 

2010-24-02  Dassault-Aviation: 

Amendment  39-16520.  Docket  No. 
FAA-2010-0760;  Directorate  Identifier 
2010-NM-086-AD. 

Effective  Date 

(a)  This  airworthiness  directive  (AD) 
becomes  effective  December  29,  2010. 

Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to  Dassault-Aviation 
Model  FALCON  7X  airplanes,  certificated  in 
any  category,  all  serial  numbers,  on  which 
Dassault  Modification  M-OPT  5  has  been 
incorporaited,  except  those  on  which  Dassault 
Modification  M-OPT  511  has  also  been 
incorporated. 

Subject 

(d)  Air  Transport  Association  (ATA)  of 
America  Code  53:  Fuselage. 

Reason 

(e)  The  mandatory  continuing 
airworthiness  information  (MCAI)  states: 

A  design  review  has  shown  that  the 
Lightning  Sensor  System  (LSS)  antenna 
which  is  optionally  installed  on  certain 
Falcon  7X  aeroplanes  might,  in  the  event  of 
belly  or  gear-up  landing,  puncture  the  rear 
fuel  tank,  which  could  result  in  fuel  leakage 
and  post-landing  fire. 

Compliance 

(f)  You  are  responsible  for  having  the 
actions  required  by  this  AD  performed  within 
the  compliance  times  specified,  unless  the 
actions  have  already  been  done. 

Actions 

(g)  Within  25  months  after  the  effective 
date  of  this  AD,  install  a  shield  plate  on  the 
rear  fuel  tank  structure,  in  accordance  with 
the  Accomplishment  Instructions  of  Dassault 
Mandatory  Service  Bulletin  7X— 104,  dated 
October  30,  2009. 

FAA  AD  Differences 

Note  1:  This  AD  differs  from  the  MCAI 
and/or  service  information  as  follows;  No 
differences. 
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(h)  The  following  provisions  also  apply  to 
this  AD: 

(1)  Alternative  Methods  of  Compliance 
(AMOCs):  The  Manager,  International 
Branch,  ANid-116,  Transport  Airplane 
Directorate,  FAA,  has  the  authority  to 
approve  AMOCs  for  this  AD,  if  requested 
using  the  procedures  found  in  14  CFR  39.19. 
Send  information  to  ATTN:  Tom  Rodriguez, 
Aerospace  Engineer,  International  Branch, 
ANM-116,  Transport  Airplane  Directorate, 
FAA,  1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone  (425) 
227-1137;  fax  (425)  227-1149.  Before  using 
any  approved  AMOC  on  any  airplane  to 
which  the  AMOC  applies,  notify  your 
principal  maintenance  inspector  (PMI)  or 
principal  avionics  inspector  (PAI),  as 
appropriate,  or  lacking  a  principal  inspector, 
your  local  Flight  Standards  District  Office. 

The  AMOC  approval  letter  must  specifically 
reference  this  AD. 

(2)  Airworthy  Product:  For  any 
requirement  in  this  AD  to  obtain  corrective 
actions  from  a  manufacturer  or  other  source, 
use  these  actions  if  they  are  FAA-approved. 
Corrective  actions  are  considered  FAA- 
approved  if  they  are  approved  by  the  State 
of  Design  Authority  (or  their  delegated 
agent).  You  are  required  to  assure  the  product 
is  airworthy  before  it  is  returned  to  service. 

(3)  Reporting  Requirements:  A  Federal 
agency  may  not  conduct  or  sponsor,  and  a 
person  is  not  required  to  respond  to,  nor 
shall  a  person  be  subject  to  a  penalty  for 
failure  to  comply  with  a  collection  of 
information  subject  to  the  requirements  of 
the  Paperwork  Reduction  Act  unless  that 
collection  of  information  displays  a  current 
valid  OMB  Control  Number.  The  OMB 
Control  Number  for  this  information 
collection  is  2120-0056.  Public  reporting  for 
this  collection  of  information  is  estimated  to 
be  approximately  5  minutes  per  response, 
including  the  time  for  reviewing  instructions, 
completing  and  reviewing  the  collection  of 
information.  All  responses  to  this  collection 
of  information  are  mandatory.  Conunents 
concerning  the  accuracy  of  this  burden  and 
suggestions  for  reducing  the  burden  should 
be  directed  to  the  FAA  at:  800  Independence 
Ave,  SW.,  Washington,  DC  20591,  Attn: 
Information  Collection  Clearance  Officer, 
AES-200. 

Related  Information 

(i)  Refer  to  MCAI  European  Aviation  Safety 
Agency  (EASA)  Airworthiness  Directive 
2010-0032,  dated  March  3,  2010;  and 
Dassault  Mandatory  Service  Bulletin  7X-104, 
dated  October  30,  2009;  for  related 
information. 

Material  Incorporated  by  Reference 

(j)  You  must  use  Dassault  Mandatory 
Service  Bulletin  7X-104,  dated  October  30,  • 
2009,  to  do  the  actions  required  by  this  AD, 
unless  the  AD  specifies  otherwise. 

(1)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
this  service  information  under  5  U.S.C. 

552(a)  and  1  CFR  part  51. 

(2)  For  service  information  identified  in 
this  AD,  contact  Dassault  Falcon  Jet,  P.O.  Box 
2000,  South  Hackensack,  New  Jersey  07606; 


WWW.  dassa  ult falcon .  com. 

(3)  You  may  review  copies  of  the  service 
information  at  the  FAA,  Transport  Airplane 
Directorate,  1601  Lind  Avenue,  SW.,  Renton, 
Washington.  For  information  on  the 
availability  of  this  material  at  the  FAA,  call 
425-227-1221. 

(4)  You  may  also  review  copies  of  the 
service  information  that  is  incorporated  by 
reference  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  202-741-6030,  or  go 
to:  http://www.archives.gov/federal_register/ 
code_of_federal_reguIations/ 
ibr_Iocations.html. 

Issued  in  Renton,  Washington,  on 
November  5,  2010. 

Jeffrey  E.  Duven, 

Acting  Manager,  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 

[FR  Doc.  2010-28938  Filed  ll-23-lO;  8:45  am] 

BILUNG  CODE  4910-13-P 

DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2010-1155;  Directorate 
Identifier  2010-NM-238-AD;  Amendment 
39-16527;  AD  2010-24-08] 

RIN  2120-AA64 

Airworthiness  Directives;  DASSAULT 
AVIATION  Model  MYSTERE-FALCON 
50  Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (DOT). 

ACTION:  Final  rule;  request  for 
comments. 

SUMMARY:  We  are  adopting  a  new 
airworthiness  directive  (AD)  for  the 
products  listed  above.  This  AD  results 
from  mandatory  continuing 
airworthiness  information  (MCAI) 
originated  by  an  aviation  authority  of 
another  country  to  identify  and  correct 
an  unsafe  condition  on  an  aviation 
product.  The  MCAI  describes  the  unsafe 
condition  as: 

On  two  occurrences  on  Mystere-Falcon  50 
aeroplanes  in  service,  it  was  detected  that 
two  pipes  of  the  emergency  brake  system  #2 
located  near  the  nose  landing  gear  bearing 
were  swapped. 

The  swapping  of  these  two  pipes  implies 
that  when  the  Left  Hand  (LH)  brake  pedal  is 
depressed,  the  Right  Hand  (RH)  brake  unit  is 
activated,  and  conversely,  when  the  RH  brake 
pedal  is  depressed,  the  LH  brake  unit  is 
actuated.  This  con^^titutes  an  unsafe 
condition,  which  may  go  unnoticed  as  the 
condition  is  latent  until  the  emergency  brake 
system  #2  is  used.  This  condition,  if  not 


excursion  of  the  aeroplane. 

*  ★  ★  *  ★ 

This  AD  requires  actions  that  are 
intended  to  address  the  unsafe 
condition  described  in  the  MCAI. 

DATES:  This  AD  becomes  effective 
December  9,  2010. 

The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference 
of  a  certain  publication  listed  in  the  AD 
as  of  December  9,  2010. 

We  must  receive  comments  on  this 
AD  by  January  10,  2011. 

ADDRESSES:  You  may  send  comments  by 
any  of  the  following  methods: 

•  Federal  eRuIemaking  Portal:  Go  to 
http://www.reguIations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  Fax:(202)493-2251. 

•  Mail:  U.S.  Department  of 
Transportation,  Docket  Operations, 
M-30,  West  Building  Ground  Floor, 
Room  W12-140, 1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590. 

•  Hand  Delivery:  U.S.  Department  of 
Transportation,  Docket  Operations, 
M-30,  West  Building  Ground  Floor, 
Room  W12-40, 1200  New  Jersey 
Avenue,  SE.,  Washington,  DC,  between 
9  a.m.  and  5  p<m.,  Monday  through 
Friday,  except  Federal  holidays. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov;  or  in  person  at  the 
Docket  Operations  office  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  The  AD  docket 
contains  this  AD,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  street  address  for 
the  Docket  Operations  office  (telephone 
(800)  647-5527)  is  in  the  ADDRESSES 
section.  Comments  will  be  available  in 
the  AD  docket  shortly  after  receipt. 

FOR  FURTHER  INFORMATION  CONTACT:  Tom 
Rodriguez,  Aerospace  Engineer, 
International  Branch,  ANM-116, 
Transport  Airplane  Directorate,  FAA, 
1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone 
(425)  227-1137;  fax  (425)  227-1149. 
SUPPLEMENTARY  INFORMATION: 

Discussion 

The  European  Aviation  Safety  Agency 
(EASA),  which  is  the  Techhical  Agent 
for  the  Member  States  of  the  European 
Community,  has  issued  EASA 
Emergency  Airworthiness  Directive 
2010-0208-E,  dated  October  12,  2010 
(referred  to  after  this  as  “the  MCAI”),  to 
correct  an  unsafe  condition  for  the 
specified  products.  The  MCAI  states: 

On  two  occurrences  on  Mystere-Falcon  50 
aeroplanes  in  service,  it  was  detected  that 
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two  pipes  of  the  emergency  brake  system  #2 
located  near  the  nose  landing  gear  bearing 
were  swapped. 

The  swapping  of  these  two  pipes  implies 
that  when  the  Left  Hand  (LH)  brake  pedal  is 
depressed,  the  Right  Hand  (RH)  brake  unit  is 
activated,  and  conversely,  when  the  RH  brake 
pedal  is  depressed,  the  LH  brake  unit  is 
actuated.  This  constitutes  an  unsafe 
condition,  which  may  go  unnoticed  as  the 
condition  is  latent  until  the  emergency  brake 
system  #2  is  used.  This  condition,  if  not 
corrected,  could  ultimately  lead  to  a  runway 
excursion  of  the  aeroplane. 

For  the  reasons  described  above,  this 
[EASA]  AD  requires  an  [general  visual] 
inspection  of  the  main  landing  gear  braking 
system  and,  in  case  of  findings,  proper  re- 
installation  of  the  emergency  brake  system  #2 
pipes.  This  [EASA]  AD  also  requires  painting 
the  affected  pipes  for  clear  identification  in 
order  to  avoid  mistakes  while  reinstalling 
them  after  maintenance. 

You  may  obtain  further  information 
by  examining  the  MCAI  in  the  AD 
docket. 

Relevant  Service  Information 

DASSAULT  AVIATION  has  issued 
Service  Bulletin  F50-515,  dated  October 
12,  2010.  The  actions  described  in  this 
service  information  are  intended  to 
correct  the  unsafe  condition  identified 
in  the  MCAI. 

FAA’s  Determination  and  Requirements 
of  this  AD 

This  product  has  been  approved  by 
the  aviation  authority  of  another 
country,  and  is  approved  for  operation 
in  the  United  States.  Pursuant  to  our 
bilateral  agreement  with  the  State  of 
Design  Authority,  we  have  been  notified 
of  the  unsafe  condition  described  in  the 
MCAI  and  service  information 
referenced  above.  We  are  issuing  this 
AD  because  we  evaluated  all  pertinent 
information  and  determined  the  unsafe 
condition  exists  and  is  likely  to  exist  or 
develop  «n  other  products  of  the  same 
type  design. 

Differences  Between  the  AD  and  the 
MCAI  or  Service  Information 

We  have  reviewed  the  MCAI  and 
related  service  information  and,  in 
general,  agree  with  their  substance.  But 
we  might  have  found  it  necessary  to  use 
different  words  from  those  in  the  MCAI 
to  ensure  the  AD  is  clear  for  U.S. 
operators  and  is  enforceable.  In  making 
these  changes,  we  do  not  intend  to  differ 
substantively  from,  the  information 
provided  in  the  MCAI  and  related 
service  information. 

We  might  also  have  required  different 
actions  in  this  AD  from  those  in  the 
MCAI  in  order  to  follow  FAA  policies. 
Any  such  differences  are  highlighted  in 
a  Note  within  the  AD. 


FAA’s  Determination  of  the  Effective 
Date 

An  unsafe  condition  exists  that 
requires  the  immediate  adoption  of  this 
AD.  The  FAA  has  found  that  the  risk  to 
the  flying  public  justifies  waiving  notice 
and  comment  prior  to  adoption  of  this 
rule  because  this  unsafe  condition  could 
result  in  a  high  speed  runway  excursion 
when  the  brakes  are  applied.  Therefore, 
we  determined  that  notice  and 
opportunity  for  public  comment  before 
issuing  this  AD  are  impracticable  and 
that  good  cause  exists  for  making  this 
amendment  effective  in  fewer  than  30 
days. 

Comments  Invited 

This  AD  is  a  final  rule  that  involves 
requirements  affecting  flight  safety,  and 
we  did  not  precede  it  by  notice  and 
opportunity  for  public  comment.  We 
invite  you  to  send  any  written  relevant 
data,  views,  or  arguments  about  this  AD. 
Send  your  comments  to  an  address 
listed  under  the  ADDRESSES  section. 
Include  “Docket  No.  FAA-2010-1155; 
Directorate  Identifier  2010— NM-238- 
AD”  at  the  beginning  of  your  comments. 
We  specifically  invite  comments  on  the 
overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
this  AD.  We  will  consider  all  comments 
received  by  the  closing  date  and  may 
amend  this  AD  because  of  those 
comments. 

We  will  post  all  comments  we 
receive,  without  change,  to  http:// 
www.reguIations.gov,  including  any 
personal  information  you  provide.  We 
will  also  post  a  report  summarizing  each 
substantive  verbal  contact  we  receive 
about  this  AD. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  “Subtitle  VII; 
Aviation  Programs,”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  “Subtitle  VII, 
Part  A„Subpart  III,  Section  44701; 
General  requirements.”  Under  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures  * 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 


Regulatory  Findings 

We  determined  that  this  AD  will  not 
have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  this  AD; 

1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26,  1979);  and 

3.  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

Wo  prepared  a  regulatory  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD  and  placed  it  in  the  AD  docket. 

List  of  Subjects  in  14  CFR  Part  39 
Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 

Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  part  39  as 
follows; 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows; 

Authority:  49  U.S.C.  l-06(g},  40113,  44701. 

§39.13  [Amended]. 

■  2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  AD; 

2010-24-08  Dassault  Aviation; 

Amendment  39—16527.  Docket  No. 
FAA-2010-1155:  Directorate  Identifier 
2010-NM-238-AD. 

Effective  Date 

(a)  This  airworthiness  directive  (AD) 
becomes  effective  December  9.  2010. 

Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to  DASSAULT 
AVIATION  Model  MYSTERE-FALCON  50 
airplanes,  certificated  in  any  category,  all 
serial  numbers. 

Subject 

(d)  Air  Transport  Association  (ATA)  of 
America  Code  32:  Landing  Gear. 

Reason 

(e)  The  mandatory  continued  airworthiness 
information  (MCAI)  states: 
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On  two  occurrences  on  Mystere-Falcon  50 
aeroplanes  in  service, .it  was  detected  that 
two  pipes  of  the  emergency  brake  system  #2 
located  near  the  nose  landing  gear  bearing 
were  swapped. 

The  swapping  of  these  two  pipes  implies 
that  when  the  Left  Hand  (LH)  brake  pedal  is 
depressed,  the  Right  Hand  (RH)  brake  unit  is 
activated,  and  conversely,  when  the  RH  brake 
pedal  is  depressed,  the  LH  brake  unit  is 
actuated.  This  constitutes  an  unsafe 
condition,  which  may  go  unnoticed  as  the 
condition  is  latent  until  the  emergency  brake 
system  #2  is  used.  This  condition,  if  not 
corrected, 

★  *  ★  *  * 

Compliance 

•  (f)  You  are  responsible  for  having  the 

actions  required  by  this  AD  performed  within 
the  compliance  times  specified,  unless  the 
actions  have  already  been  done. 

Actions 

(g)  Within  7  days  after  the  effective  date  of 
this  AD,  do  a  general  visual  inspection  for 
correct  installation  (as  defined  in  Dassault 
Service  Bulletin  F50— 515,  dated  October  12, 
2010)  of  the  emergency  brake  system  number 
2,  in  accordance  with  the  Accomplishment 
Instructions  of  Dassault  Service  Bulletin 
F50-515,  dated  October  12,  2010,  except  that 
work  required  by  this  AD  can  only  be  done 
by  persons  prescribed  in  14  CFR  43.3  and 
43.7. 

(h)  If  the  emergency  brake  system  number 
2  is  found  installed  incorrectly  during  the 
inspection  required  by  paragraph  (g)  of  this 
AD:  Before  further  flight,  install  the 
emergency  brake  system  number  2  correctly, 
in  accordance  with  the  Accomplishment 
Instructions  of  Dassault  Service  Bulletin 
F50-515,  dated  October  12,  2010. 

FAA  AD  Differences 

Note  1:  This  AD  differs  from  the  MCAI 
and/or  service  information  as  follows: 

(1)  European  Aviation  Safety  Agency 
(EASA)  AD  2010-0208-E,  dated  October  12, 
2010,  has  a  compliance  time  of  “before  the 
next  flight  after  the  effective  date  of  this  AD.” 
This  AD  requires  that  the  actions  be  done 
within  7  days  after  the  effective  date  of  this 
AD. 

(2)  EASA  AD  2010-0208-E,  dated  October 
12,  2010,  allows  the  flightcrew  to  inspect  the 
emergency  brake  system  number  2  specified 
in  accordance  with  Dassault  Service  Bulletin 
F50-515,  dated  October  12,  2010.  However, 
this  AD  requires  the  inspection  to  be 
performed  by  certificated  maintenance 
personnel. 

(3)  EASA  AD  2010-0208-E,  dated  October 
12,  2010,  requires  painting  the  pipes  end  of 
the  emergency  brake  system  number  2  and 
related  unions  within  7  months  after  the 
effective  date  of  that  AD.  This  AD  does  not 
require  painting  the  pipes  end  of  the 
emergency  brake  system  number  2  and 
related  unions.  We  might  consider  additional 
rulemaking  to  require  this  action  in  the 
future. 

Other  FAA  AD  Provisions 

(i)  The  following  provisions  also  apply  to 
this  AD: 


(1)  Alternative  Methods  of  Compliance 
(AMOCs):The  Manager,  International 
Branch,  ANM-116,  Transport  Airplane 
Directorate,  FAA,  has  the  authority  to 
approve  AMOCs  for  this  AD,  if  requested 
using  the  procedures  found  in  14  CFR  39.19. 
Send  information  to  ATTN:  Tom  Rodriguez, 
Aerospace  Engineer,  International  Branch, 
ANM-116,  Transport  Airplane  Directorate, 
FAA,  1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone  (425) 
227-1137;  fax  (425)  227-1149.  Before  using 
any  approved  AMOC  on  any  airplane  to 
which  the  AMOC  applies,  notify  your 
principal  maintenance  inspector  (PMI)  or 
principal  avionics  inspector  (PAI),  as 
appropriate,  or  lacking  a  principal  inspector, 
your  local  Flight  Standards  District  Office. 

The  AMOC  approval  letter  must  specifically 
reference  this  AD. 

(2)  Airworthy  Product:  For  any  requirement 
in  this  AD  to  obtain  corrective  actions  ft'om 

a  manufacturer  or  other  source,  use  these 
actions  if  they  are  FAA-approved.  Corrective 
actions  are  considered  FAA-approved  if  they 
are  approved  by  the  State  of  Design  Authority 
(or  their  delegated  agent).  You  are  required 
to  assure  the  product  is  airworthy  before  it 
is  returned  to  service. 

(3)  Reporting  Requirements:  For  any 
reporting  requirement  in  this  AD,  under  the 
provisions  of  the  Paperwork  Reduction  Act 
(44  U.S.C.  3501  et  seq.),  the  Office  of 
Management  and  Budget  (OMB)  has 
approved  the  information  collection 
requirements  and  has  assigned  OMB  Control 
Number  2120-0056. 

Related  Information 

(j)  Refer  to  MCAI  EASA  AD  2010-0208-E. 
dated  October  12,  2010;  and  Dassault  Service 
Bulletin  F50-515,  dated  October  12,  2010;  for 
related  information. 

Material  Incorporated  by  Reference 

(k)  You  must  use  Dassault  Service  Bulletin 
F50-515,  dated  October  12,  2010,  to  do  the 
actions  required  by  this  AD,  unless  the  AD 
specifies  otherwise. 

(l)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
this  service  information  under  5  U.S.C. 

552(a)  and  1  CFR  part  51. 

(2)  For  service  information  identified  in 
this  AD,  contact  Dassault  Falcon  Jet,  P,0.  Box 
2000,  South  Hackensack,  New  )ersey  07606; 
telephone  201-440-6700;  Internet  http:// 
wivw.  dassau  It  falcon  .com. 

(3)  You  may  review  copies  of  the  service 
information  at  the  FAA,  Transport  Airplane 
Directorate,  1601  Lind  Avenue,  SW.,  Renton, 
Washington.  For  information  on  the 
availability  of  this  material  at  the  FAA,  call 
425-227-1221. 

«  (4)  You  may  also  review  copies  of  the 
service  information  that  is  incorporated  by 
reference  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  202-741-6030,  or  go 
to:  http://www.archives.gov/federal_register/ 
code_of_federal_reguiations/ 
ibr_locations.html. 


Issued  in  Renton,  Washington  on 
November  15,  2010. 

Ali  Bahrami, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

(FR  Doc.  2010-29458  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-201 0-0711;  Directorate 
Identifier  2008-SW-25-AD;  Amendment  39- 
16521;  AD  2010-24-03] 

RiN2120-AA64 

Airworthiness  Directives;  Robinson 
Helicopter  Company  (Robinson)  Model 
R22,  R22  Alpha,  R22  Beta,  and  R22 
Mariner  Helicopters,  and  Model  R44, 
and  R44 II  Helicopters 

AGENCY:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Final  rule. 

SUMMARY:  This  amendment  adopts  a 
new  airworthiness  directive  (AD)  for 
Robinson  Model  R22,  R22  Alpha,  R22 
Beta,  and  R22  Mariner  helicopters,  and 
Model  R44  and  R44  II  helicopters.  This 
AD  requires  visually  inspecting  each  tail 
rotor  (T/R)  control  pedal  bearing  block 
support  (support)  for  a  crack,  measuring 
the  thickness  of  each  support,  installing 
support  safety  tabs  on  certain  supports, 
and  replacing  supports  of  a  certain 
thickness  during  the  next  2,200  hour 
overhaul.  This  amendment  is  prompted 
by  two  reports  of  Model  R22  helicopters 
experiencing  broken  supports  during 
flight,  which  resulted  in  the  T/R  control 
pedals  becoming  jammed.  The  actions 
specified  by  this  AD  are  intended  to 
prevent  the  supports  from  breaking, 
which  can  bind  the  T/R  control  pedals, 
resulting  in  a  reduction  of  yaw  control 
and  subsequent  loss  of  control  of  the 
helicopter. 

DATES:  Effective  December  29,  2010. 

The  incorporation  by  reference  of 
certain  publications  listed  in  the 
regulations  is  approved  by  the  Director 
of  the  Federal  Register  as  of  December  . 
29,  2010. 

ADDRESSES:  You  may  get  the  service 
information  identified  in  this  AD  from 
Robinson  Helicopter  Company,  2901 
Airport  Drive,  Torrance,  California 
90505,  telephone  (310)  539-0508,  fax 
(310)  539-5198. 

Examining  the  Docket:  You  may 
examine  the  docket  that  contains  this 
AD,  any  comments,  and  other 
information  on  the  Internet  at  http:// 
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www.reguIations.gov  or  at  the  Docket 
Operations  office,  West  Building 
Ground  Floor,  Room  W12-140,  1200 
New  Jersey  Avenue,  SE.,  Washington, 

DC. 

FOR  FURTHER  INFORMATION  CONTACT:  Eric 
D.  Schrieber,  Aviation  Safety  Engineer, 
telephone  (562)  627-5348,  fax  (562) 
627-5210,  regarding  Robinson  Model 
R22  helicopters,  or  Fred  Guerin, 

Aviation  Safety  Engineer,  telephone 
(562)  627-5232,  fax  (562)  627-5210, 
regarding  Robinson  Model  R44 
helicopters,  at  the  FAA,  Los  Angeles 
Aircraft  Certification  Office,  Airframe 
Branch,  3960  Paramount  Blvd., 
Lakewood,  California  90712. 
SUPPLEMENTARY  INFORMATION:  We  issued 
an  NPRM  to  amend  14  CFR  part  39  to 
include  an  AD  that  would  apply  to 
certain  serial-numbered  helicopters  on 
July  06,  2010.  That  NPRM  was 
published  in  the  Federal  Register  on 
July  15,  2010  (75  FR  41104).  That  action 
proposed  to  require  for  Robinson  Model 
R22,  R22  Alpha,  R22  Beta,  and  R22 
Mariner  helicopters,  serial  numbers 
(S/N)  0002  through  3325,  that  have 
more  than  2,200  hours  total  time-in¬ 
service  (TIS);  and  for  Model  R44  and 
R44  II  helicopters,  S/N  0001  through 
1200,  that  have  more  than  2,200  hours 
total  TIS,  the  following  within  100 
hours  TIS: 

•  Visually  inspecting  both  A359-1 
and  A359-2  supports  for  a  crack  and 
replacing  any  cracked  support  before  ■ 
further  flight; 

•  If  not  cracked,  measuring  the 
■thickness  of  both  supports  and  if  less 
than  0.050-inch  thick,  installing  support 
safety  tabs,  and  at  the  next  2,200  hour 
TIS  overhaul,  replacing  any  support  that 
is  less  than  0.050-inch  thick  with  a 
support  that  is  at  least  0.050-inch  thick. 

We  have  reviewed  Robinson  Service 
Bulletins  SB-63  and  SB-97,  both  dated 
February  22,  2008,  which  describe 
procedures  for  inspecting  both  supports 
for  a  crack,  and  if  no  crack  is  found, 
measuring  each  support  and  installing 
safety  tabs  on  supports  that  are  less  than 
0.050-inch  thick,  and  at  the  next  2,200 
hour  TIS  overhaul,  replacing  certain 
supports. 

We  provided  the  public  the 
opportunity  to  participate  in  developing 
this  AD.  We  received  no  comments  on 
the  proposal  or  on  the  determination  of 
the  cost  to  the  public.  Therefore,  we  are 
adopting  the  actions  as  proposed. 

This  AD  affects  4,524  helicopters  of 
U.S.  registry.  It  will  take  approximately 
0.5  work  hour  to  inspect  and  measure 
the  supports.  We  estimate  that  2,050 
helicopters  will  require  an  additional  1 
work  hour  to  install  both  safety  tabs;  6 
work  hours  to  replace  both  supports  if 


cracked  or  broken  or  before  overhaul,  or 
3  work  hours  to  replace  both  supports 
as  part  of  a  2,200  hours  TIS  overhaul, 
at  an  average  labor  rate  of  $85  per  work 
hour.  Required  parts  will  cost 
approximately  $20  per  support  if 
replacement  is  required.  Based  on  these 
figures,  we  estimate  that  the  total  cost 
impact  of  this  AD  on  U.S.  operators  is 
$1,101,830,  assuming  1,538 
(approximately  75%  of  the  2,050 
helicopters)  have  both  supports 
replaced  during  overhaul,  and  512 
helicopters  (approximately  25%  of  the 
2,050  helicopters)  have  both  supports 
replaced  before  the  next  2,200  hours  TIS 
overhaul. 

Regulatory  Findings 

We  have  determined  that  this  AD  will 
not  have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  Government  and  the  States, 
or  on  the  distribution  of'power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  that  the  regulation: 

1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26,  1979);  and 

3.  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 

,  Flexibility  Act. 

We  prepared  an  economic  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD.  See  the  AD  docket  to  examine 
the  economic  evaluation. 

Authority  for  this  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety. .Subtitle  I, 
section  106  describes  the  authority  of 
the  FAA  Administrator.  Subtitle  VII, 
Aviation  Programs,  describes  in  more 
detail  the  scope  of  the  agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  subtitle  VII, 
part  A,  subpart  III,  section  44701, 
“General  requirements.”  Under  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  .scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  AD. 


List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 

Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  Federal  Aviation  Administration 
amends  part  39  of  the  Federal  Aviation 
Regulations  (14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

■  2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  AD: 

2010-24-03  Robinson  Helicopter  Company: 
Amendment  39-16.521;  Docket  No. 
FAA-2010-0711;  Directorate  Identifier 
2008-SVV-25-AD. 

Applicability:  Model  R22.  R22  Alpha,  R22 
Beta,  and  R22  Mariner  helicopters,  serial 
numbers  fS/N)  0002  through  3325,  that  have 
more  than  2,'200  hours  total  time-in-service 
(TIS);  and  Model  R44,  and  R44  II  helicopters, 
S/N  0001  through  1200,  that  have  more  than 
2,200  hours  total  TIS,  certificated  in  any 
category. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  the  tail  rotor  (T/R)  control 
pedal  bearing  block  support  (support)  from 
breaking,  which  can  bind  the  T/R  control 
pedals,  resulting  in  a  reduction  of  yaw 
control  and  subsequent  loss  of  control  of  the 
helicopter,  accomplish  the  following: 

(a)  Within  100  hours  TIS,  visually  inspect- 
each  A359-1  (left)  and  A359-2  (right)  pedal 
support  for  a  crack  by  referring  to  the  figure 
in  Robinson  Helicopter  Company  (Robinson) 
Service  Bulletin  SB-97,  dated  February  22, 
2008  (SB-97)  for  all  Model  R22  helicopters, 
and  Robinson  Service  Bulletin  SB-63,  dated 
February  22,  2008  (SB-63)  for  all  Model  R44 
helicopters. 

(1)  If  you  find  a  crack  in  a  support,  before 
further  flight,  replace  the  cracked  support 
with  an  airworthy  support  that  is  at  least 
0,050-inch  thick. 

(2)  For  each  uncracked  support,  measure 
the  thickness  of  the  support.  If  the  support 
is  less  than  0.050-inch  thick,  before  further 
flight,  install  a  safety  tab  on  the  support  in 
accordance  with  steps  4  and  5  of  the 
Compliance  Procedures  section  in  SB-97  or 
SB-63,  as  appropriate  for  your  model 
helicopter. 

(b)  the  next  2^00  hours  TIS  overhaul, 
replace  any  support  that  is  less  than  0.050- 
inch  thick,  with  an  airworthy  support  that  is 
at  least  0.050-inch  thick. 

(c)  To  request  a  different  method  of 
compliance  or  a  different  compliance  time 
for  this  AD,  follow  the  procedures  in  14  CFR 
39.19.  Contact  the  Manager,  Los  Angeles 
Aircraft  Certification  Office,  FAA,  ATTN: 
Eric  D.  Schrieber,  Aviation  Safety  Engineer, 
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3960  Paramount  Blvd.,  Lakewood,  California 
90712,  telephone  (562)  627-5348,  fax  (562) 
627-5210  (regarding  Model  R22  helicopters): 
or  ATTN:  Fred  Guerin,  Aviation  Safety 
Engineer,  telephone  (562)  627-5232,  fax 
(562)  627-5210  (regarding  Model  R44 
helicopters)  for  information  about  previously 
approved  alternative  methods  of  compliance. 

(d)  The  Joint  Aircraft  System/Component 
(JASC)  Code  is  6720:  Tail  Rotor  Control 
System. 

(e)  The  inspection  and  modification  shall 
be  done  in  accordance  with  the  specihed 
portions  of  Robinson  Helicopter  Company 
Service  Bulletin  SB— 97  or  SB-63,  both  dated 
February  22,  2008.  The  Director  of  the 
Federal  Register  approved  this  incorporation 
by  reference  in  accordance  with  5  U.S.C. 
552(a)  and  1  CFR  part  51.  Copies  may  be 
obtained  from  Robinson  Helicopter 
Company,  2901  Airport  Drive,  Torrance, 
California  90505,  telephone  (310)  539-0508, 
fax  (310)  539-5198.  Copies  may  be  inspected 
at  the  FAA,  Office  of  the  Regional  Counsel, 
Southwest  Region,  2601  Meacham  Blvd., 
Room  663,  Fort  Worth,  Texas  or  at  the 
National  Archives  and  Records 
Administration  (NARA).  For  information  on 
the  availability  of  this  material  at  NARA,  call 
202-741-6030,  or  go  to:  http://www.archives. 
gov/federa]_register/code_of_federaI_ 
regulations/ibr_locations.htmI. 

(f)  This  amendment  becomes  effective  on 
December  29,  2010. 

Issued  in  Fort  Worth,  Texas,  on  November 
10,  2010. 

Kim  Smith, 

Manager,  Qotorcraft  Directorate,  Aircraft 
Certification  Service. 

IFR  Doc.  2010-29203  Filed  11-23-10;  8:45  am] 

BILUNG  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-201 0-0764;  Directorate 
identifier  2009-NM-260-AD;  Amendment 
39-16519;  AD  2010-24-01] 

RiN  2120-AA64 

Airworthiness  Directives;  The  Boeing 
Company  Modei  737-900ER  Series 
Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTiON:  Final  rule. 

SUMMARY:  We  are  adopting  a  new 
airworthiness  directive  (AD)  for  the 
products  listed  above.  TJiis  AD  requires 
doing  a  one-time  general  visual 
inspection  for  a  keyway  in  two  fuel  tank 
access  door  cutouts,  and  related 
investigative  and  corrective  actions  if 
necessary.  This  AD  was  prompted  by 
reports  of  cracks  emanating  from  the 
keyway  of  the  fuel  tank  access  hole.  We 
are  issuing  this  AD  to  detect  and  correct 


such  cracking,  which  could  result  in  the 
loss  of  the  lower  wing  skin  load  path 
and  consequent  structural  failure  of  the 
wing. 

DATES:  This  AD  is  effective  December 
29,  2010. 

The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference 
of  a  certain  publication  listed  in  the  AD 
as  of  December  29,  2010. 

ADDRESSES:  For  service  information 
identified  in  this  AD,  contact  Boeing 
Commercial  Airplanes,  Attention;  Data 
&  Services  Management,  P.O.  Box  3707, 
MC  2H-65,  Seattle,  Washington  98124- 
2207;  telephone  206-544-5000, 
extension  1;  fax  206-766-5680;  e-mail 
me.boecom@boeing.com;  Internet 
https://www.myboeingfleet.com.  You 
may  review  copies  of  the  referenced 
service  information  at  the  FAA, 
Transport  Airplane  Directorate,  1601 
Lind  Avenue,  SW.,  Renton,  Washington. 
For  information  on  the  availability  of 
this  material  at  the  FAA,  call  425-227- 
1221. 

Examining  the  AO  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov;  or  in  person  at  the 
Docket  Management  Facility  between 
9  a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The  AD 
docket  contains  this  AD,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  address  for  the 
Docket  Office  (phone:  800-647-5527)  is 
Document  Management  Facility,  U.S. 
Department  of  Transportation,  Docket 
Operations,  M-30,  West  Building 
Ground  Floor,  Room  W12-140, 1200 
New  Jersey  Avenue,  SE.,  Washington, 
DC  20590. 

FOR  FURTHER  INFORMATION  CONTACT: 

Nancy  Marsh,  Aerospace  Engineer, 
Airfi:ame  Branch,  ANM-120S,  FAA, 
Seattle  Aircraft  Certification  Office, 

1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone 
(425)  917-6440;  fax  (425)  917-6590; 
e-mail:  nancy.marsh@faa.gov. 
SUPPLEMENTARY  INFORMATION: 

Discussion 

We  issued  a  notice  of  proposed 
rulemaking  (NPRM)  to  amend  14  CFR 
part  39  to  include  an  airworthiness 
directive  (AD)  that  would  apply  to  the 
specified  products.  That  NPRM 
published  in  the  Federal  Register  on 
August  10,  2010  (75  FR  48281).  That 
NPRM  proposed  to  require  a  general 
visual  inspection  for  a  keyway  in  the 
fuel  tank  access  door  cutout  on  the  left 
and  right  wings^  and  related 
investigative  and  corrective  actions  if 
necessary. 


Comments 

We  gave  the  public  the  opportunity  to 
participate  in  developing  this  AD.  We 
have  considered  the  comments  received. 
The  Boeing  Company  supports  the 
NPRM.  Continental  Airlines  submitted 
information  to  make  a  comment,  but  no 
specific  comment  on  the  NPRM  or 
request  to  change  it. 

Conclusion 

We  reviewed  the  relevant  data, 
considered  the  comments  received,  and 
determined  that  air  safety  and  the 
public  interest  require  adopting  the  AD 
as  proposed. 

Costs  of  Compliance 

We  estimate  that  this  AD  affects  30 
airplanes  of  U.S.  registry.  We  estimate 
that  it  will  take  3  work-hours  per 
product  to  comply  with  this  AD.  The 
average  labor  rate  is  $85  per  work-hour. 
Based  on  these  figures,  we  estimate  the 
cos*  of  the  AD  to  the  U.S.  operators  to 
be  $7,650,  or  $255  per  product. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  Subtitle  VII: 
Aviation  Programs,  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  subtitle  VII, 
part  A,  subpart  III,  section  44701: 
“General  requirements.”  Under,  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

This  AD  will  not  have  federalism 
implications  under  Executive  Order 
13132.  This  AD  will  not  have  a 
substantial  direct  effect  on  the  States,  on 
the  relationship  between  the  national 
government  and  the  States,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  that  this  AD: 

(1)  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866, 

(2)  Is  not  a  “significant  rule”  under 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26, 1979), 
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(3)  Will  not  affect  intrastate  aviation 
in  Alaska,  and 

(4)  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 

Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  part  39.as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended]  , 

■  2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  airworthiness 
directive  (AD): 

2010-24-01  The  Boeing  Company: 
Amendment  39-16519;  Docket  No. 
FAA-2010-0764;  Directorate  Identifier^ 
2009-NM-260-AD. 

Effective  Date 

(a)  This  AD  is  effective  December  29,  2010. 
Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to  The  Boeing 
Company  Model  737-900ER  series  airplanes, 
certificated  in  any  category,  as  identified  in 
Boeing  Alert  Service  Bulletin  737— 57A1308, 
Revision  1,  dated  October  1,  2009. 

Subject 

(d)  Air  Transport  Association  (ATA)  of 
America  Code  57:  Wings. 

Unsafe  Condition 

(e)  This  AD  results  from  reportsmf  cracks 
emanating  from  the  keyway  of  the  fuel  tank 
access  hole.  The  Federal  Aviation 
Administration  is  issuing  this  AD.to  detect 
and  correct  such  cracking,  which  could  result 
in  the  loss  of  the  lower  wing  skin  load  path 
and  consequent  structural  failure  of  the  wing. 

Compliance 

(f)  You  are  responsible  for  having  the 
actions  required  by  this  AD  performed  within 
the  compliance  times  specified,  unless  the 
actions  have  already  been  done. 

Inspection 

(g)  Before  the  accumulation  of  7,500  total 
flight  cycles,  or  within  1,000  flight  cycles 
after  the  effective  date  of  this  AD,  whichever 
occurs  later,  do  a  one-time  general  visual 
inspection  for  a  key  way  in  the  fuel  tank 
access  door  cutouts  53iBB  and  631BB,  in 


accordance  with  the  Accomplishment 
Instructions  of  Boeing  Alert  Service  Bulletin 
737— 57A1308,  Revision  1,  dated  October  1, 
2009  (“the  service  bulletin”). 

Note  1:  For  the  purposes  of  this  AD,  a 
general  visual  inspection  is:  “A  visual 
examination  of  an  interior  or  exterior  area, 
installation,  or  assembly  to  detect  obvious 
damage,  failure,  or  irregularity.  This  level  of 
inspection  is  made  from  within  touching 
distance  unless  otherwise  specified.  A  mirror 
may  be  necessary  to  ensure  visual  access  to 
all  surfaces  in  the  inspection  area.  This  level 
of  inspection  is  made  under  normally 
available  lighting  conditions  such  as 
daylight,  hangar  lighting,  flashlight,  or 
droplight  and  may  require  removal  or 
opening  of  access  panels  or  doors.  Stands,  • 
ladders,  or  platforms  may  be  required  to  gain 
proximity  to  the  area  being  checked.” 

(1)  If  both  access  door  cutouts  do  not  have 
a  keyway,  no  further  action  is  required  by 
this  AD. 

(2)  If  any  access  door  has  a  keyway,  before 
the  accumulation  of  7,500  total  flight  cycles, 
or  within  1,000  flight  cycles  after  the 
effective  date  of  this  Af),  whichever  occurs 
later,  do  a  high  frequency  eddy  current 
(HFEC)  inspection  for  cracking  of  the 
keyway,  in  accordance  with  the 
Accomplishment  Instructions  of  the  service 
bulletin. 

(1)  If  no  cracking  is  found  during  the  HFEC 
inspection,  before  further  flight,  modify  the 
profile  of  the  keyway  of  the  fuel  tank  access 
door  cutout,  in  accordance  with  the 
Accomplishment  Imstructions  of  the  service 
bulletin. 

(ii)  If  any  cracking  is  found  and  the  crack 
is  0.030  inch  or  less  in  length,  before  further 
flight  repair  the  keyway,  in  accordance  with 
the  Accomplishment  Instructions  of  the 
service  bulletin. 

(iii)  If  any  cracking  is  found  and  the  crack 
is  greater  than  0.030  inch  in  length,  before 
further  flight,  repair  the  crack  using  a  method 
approved  in  accordance  with  the  procedures 
specified  in  paragraph  (h)  of  this  AD. 

Alternative  Methods  of  Compliance 
(AMOCs) 

(h)(1)  The  Manager,  Seattle  Aircraft 
Certification  Office  (AGO),  E’AA,  has  the 
authority  to  approve  AMOCs  for  this  AD,  if 
requested  using  the  procedures  found  in  14 
CFR  39.19.  Send  information  to  ATTN: 

Nancy  Marsh,  Aerospace  Engineer,  Airframe 
Branch,  ANM-120S,  FAA,  Seattle  Aircraft 
Certification  Office,  1601  Lind  Avenue,  SW., 
Renton,  Washington  98057-3356;  telephone 
(425)  917-6440;  fax  (425)  917-6590. 
Information  may  be  e-mailed  to:  9-ANM- 
Senttle-ACO-AMOC-Requests@faa.gov. 

(2)  To  request  a  different  method  of 
compliance  or  a  different  compliance  time 
for  this  AD,  follow  the  procedures  in  14  CFR 
39.19.  Before  using  any  approved  AMOC  on 
any  airplane  to  which  the  AMOC  applies, 
notify  your  principal  maintenance  inspector 
(PMI)  or  principal  avionics  inspector  (PAI), 
as  appropriate,  or  lacking  a  principal 
inspector,  your  local  Flight  Standards  District 
Office.  The  AMOC  approval  letter  must 
specifically  referejice  this  AD. 

(3)  An  AMOC  that  provides  an  acceptable 
level  of  safety  may  be  used  for  any  repair 


required  by  this  AD  if  it  is  approved  by  the 
Boeing  Commercial  Airplanes  Organization 
Designation  Authorization  (ODA)  that  has 
been  authorized  by  the  Manager,  Seattle  ACO 
to  make  those  findings.  For  a  repair  method 
to  be  approved,  the  repair  must  meet  the 
certification  basis  of  the  airplane,  and  the 
approval  must  specifically  refer  to  this  AD. 

Related  Informat^n 

(i)  For  more  information  about  this  AD, 
contact  Nancy  Marsh,  Aerospace  Engineer, 
Airframe  Branch,  ANM-120S,  FAA,  Seattle 
Aircraft  Certification  Office,  1601  Lind 
Avenue,  SW.,  Renton,  Washington  98057- 
3356;  telephone  (425)  917-6440;  fax  (425) 
917-6590;  e-mail  nancy.marsh@faa.gov. 

Material  Incorporated  by  Reference 

(j)  You  must  use  the  Boeing  Alert  Service 
Bulletin  737-57A1308,  Revision  1,  dated 
October  1,  2009,  to  do  the  actions  required 
by  this  AD,  unless  the  AD  specifies 
otherwise. 

(1)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
this  service  information  under  5  U.S.C. 

552(a)  and  1  CFR  part  51. 

(2)  For  service  information  identified  in 
this  AD;  contact  Boeing  Commercial 
Airplanes,  Attention:  Data  &  Services 
Management,  P.O.  Box  3707,  MC  2H-65, 
Seattle,  Washington  98124-2207;  telephone 
206-544-5000,  extension  1;  fax  206-766- 
5680;  e-mail  me.boecom@boeing.com; 
Internet  h  ttps  ://w\vw.  myboeingfleet.  com . 

(3)  You  may  review  copies  of  the  service 
information  at  the  FAA,  Transport  Airplane 
Directorate,  1601  Lind  Avenue,  SW.,  Renton, 
Washington.  For  information  on  the 
availability  of  this  material  at  the  FAA,  call 
425-227-1221. 

(4)  You  may  also  review  copies  of  the 
service  information  that  is  incorporated  by 
reference  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  an  NARA  facility,  call  202-741- 
6030,  pr  go  to  http:/ /w'ww.archives.gov/ 
federal_register/code_of_federal_regulations/ 
ibr_locations.html. 

Issued  in  Renton,  Washington,  on 
November  5,  2010. 

Jeffrey  E.  Duven, 

Acting  Manager,  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 

[FR  Dor.  2010-28936  Filed  11-23-10:  8:45  am) 

BILLING  CODE  4910-13-P 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-201 0-0862;  Directorate 
Identifier  2010-CE-040-AD;  Amendment 
39-16518;  AD  2010-23-28] 

RIN  2120-AA64  ' 

Airworthiness  Directives;  SOCATA 
Model  TBM  700  Airplanes 

AGENCY:  Federal  Aviation 
Administration,  Department  of 
Transportation. 

ACTION:  Final  rule.' 

SUMMARY:  We  are  superseding  an 
existing  airworthiness  directive  (AD)  for 
the  products  listed  above.  This  AD 
results  from  mandatory  continuing 
airworthiness  information  (MCAI) 
issued  by  an  aviation  authority  of 
another  country  to  ideritify  and  correct 
an  unsafe  condition  on  an  aviation 
product.  The  MCAI  describes  the  unsafe 
condition  as: 

During  a  SOCATA  flight  test,  it  was  noted 
some  difficulties  for  the  pilot  to  release 
oxygen.  After  investigation  it  was  found  that, 
due  to  the  design  of  the  oxygen  generator 
release  pin,  one  of  the  mask’s  lanyard  linked 
to  the  pin  could  be  jammed  when  it  is  pulled 
by  a  pilot  or  a  passenger. 

This  condition,  if  not  corrected,  would 
lead,  in  case  of  an  emergency  procedure  due 
to  decompression,  to  a  risk  of  generator  fault 
with  subsequent  lack  of  oxygen  on  crew  and/ 
or  passenger. 

We  are  issuing  this  AD  to  require 
actions  to  correct  the  unsafe  condition 
on  these  products. 

DATES:  This  AD  becomes  effective 
December  29,  2010. 

On  December  29,  2010,  the  Director  of 
the  Federal  Register  approved  the 
incorporation  by  reference  of  certain 
publications  listed  in  this  AD. 
ADDRESSES:  You  may  examine  the  AD 
docket  on  the  Internet  at  http:// 
www.regulations.gov  or  in  person  at  the 
Docket  Management  Facility,  U.S. 
Department  of  Transportation,  Docket 
Operations,  M-30,  West  Building 
Ground  Floor,  Room  Wl 2-140,  1200 
New  Jersey  Avenue,  SE.,  Washington, 
DC  20590. 

For  service  information  identified  in 
this  AD,  contact  SOCATA — Direction 
des  services,  65921  Tarbes  Cedex  9, 
France:  telephone:  33  (0)  62  41  73  00; 
fax:  +  33  (0)  62  41  76  54;  or  for  the 
U.S.A:  SOCATA  NORTH  AMERICA, 
North  Perry  Airport,  7501  South  Airport 
Rd.,  Pembroke  Pines,  Florida  33023; 
telephone:  1  (954)  893  1400;  fax:  1  (954) 
964  4141;  Internet:  http:// 


mysocata.com/.  You  may  review  copies 
of  the  referenced  service  information  at 
the  FAA,  Small  Airplane  Directorate, 

901  Locust,  Kansas  City,  Missouri 
64106.  For  information  on  the 
availability  of  this  material  at  the  FAA, 
call  816-329-4148. 

FOR  FURTHER  INFORMATION  CONTACT: 
Albert  Mercado,  Aerospace  Engineer, 
FAA,  Small  Airplane  Directorate,  901 
Locust,  Room  301,  Kansas  City, 

Missouri  64106;  telephone:  (816)  329- 
4119;  fax:  (816)  329  -4090. 
SUPPLEMENTARY  INFORMATION: 

Discussion 

We  issued  a  notice  of  proposed 
rulemaking  (NPRM)  to  amend  14  CFR 
part  39  to  include  an  AD  that  would 
apply  to  the  specified  products.  That 
NPRM  was  published  in  the  Federal 
Register  on  August  26,  2010  (75  FR 
52480),  and  proposed  to  supersede  AD 
2009-23-12,  Amendment  39-16086  (74 
FR  58539;  November  13,  2009).  That 
NPRM  proposed  to  correct  an  unsafe 
condition  for  the  specified  products. 

The  MCAI  states  that: 

During  a  SOCATA  flight  test,  it  was  noted 
some  difficulties  for  the  pilot  to  release 
oxygen.  After  investigation  it  was  found  that, 
due  to  the  design  of  the  oxygen  generator 
release  pin,  one  of  the  mask’s  lanyard  linked 
to  the  pin  could  be  jammed  w'hen  it  is  pulled 
by  a  pilot  or  a  passenger. 

This  condition,  if  not  corrected,  would 
lead,  in  case  of  an  emergency  procedure  due 
to  decompression,  to  a  risk  of  generator  fault 
with  subsequent  lack  of  oxygen  on  crew  and/ 
or  passenger. 

For  the  reason  described  above,  SOCATA 
released  Pilot  Operating  Handbook  (POH) 
Temporary  Revision  (TR)  03  which  asks,  in 
case  of  failure  to  release  oxygen,  to  pull  on 
the  other  mask  lanyard  in  order  to  activate 
the  oxygen  generator.  The  Emergency  AD 
2009-0096-E  was  issued  to  mandate  the 
follow-up  of  these  actions  by  the  operators  in 
case  of  failure.  This  EAD  was  subsequently 
revised  into  AD  2009— 0096R1  in  order  to 
clarify  the  applicability. 

A  SCMHATA  modification  enabling  to  solve 
this  issue  has  been  developed.  Consequently, 
this  new  AD,  superseding  EASA  AD  2009- 
0096R1  retaining  its  requirements,  requires 
implementing  the  modification  which  is  a 
terminating  action. 

Comments 

We  gave  the  public  the  opportunity  to 
participate  in  developing  this  AD.  We 
considered  the  comment  received. 

Retain  Page  3.13.5  of  TR  No.  3 

Catherine  Herau,  Socata,  to  maintain 
consistency  with  the  MCAI,  requests 
that  we  retain  Page  3.13.5  of  TR  No.  3, 
dated  March  2009,  inserted  into  the 
Emergency  Procedures  section  and  the 
Limitations  section  of  DAHER-SOCATA 
TBM  700  A  &  B  POH.  We  agree  with  the 


commenter  there  is  a  necessity  to  keep 
the  associated  page  of  the  TR  in  the 
POH. 

We  have  deleted  the  requirement  to 
remove  Page  3.13.5  of  TR  No.  3  from  the 
final  rule  AD  action. 

Conclusion 

We  reviewed  the  available  data, 
including  the  comment  received,  and 
determined  that  air  safety  and  the 
public  interest  require  adopting  the  AD 
with  the  changes  described  previously. 
We  determined  that  these  changes  will 
not  increase  the  economic  burden  on 
any  operator  or  increase  the  scope  of  the 
AD. 

Differences  Between  This  AD  and  the 
MCAI  or  Service  Information 

We  have  reviewed  the  MCAI  and 
related  service  information  and,  in 
general,  agree  with  their  substance.  But 
we  might  have  found  it  necessary  to  use 
different  words  ft-om  those  in  the  MCAI 
to  ensure  the  AD  is  clear  for  U.S. 
operators  and  is  enforceable.  In  making 
these  changes,  we  do  not  intend  to  differ 
substantively  from  the  information 
provided  in  the  MCAI  and  related 
service  information. 

We  might  also  have  required  different 
actions  in  this  AD  from  those  in  the 
MCAI  in  order  to  follow  FAA  policies. 
Any  such  differences  are  highlighted  in 
a  Note  within  the  AD. 

Costs  of  Compliance 

We  estimate  that  this  AD  will  affect 
126  products  of  U.S.  registry.  We  also 
estimate  that  it  will  take  about  1  work- 
hour  per  product  to  comply  with  the 
basic  requirements  of  this  AD.  The 
average  labor  rate  is  $85  per  work-hour. 
Required  parts  will  cost  about  $66  per 
product. 

Based  on  these  figures,  we  estimate 
the  cost  of  this  AD  to  the  U.S.  operators 
to  be  $19,026  or  $151  per  product. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  “Subtitle  VII: 
Aviation  Programs,”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  “Subtitle  VII, 
Part  A,  Subpart  III,  Section  44701: 
General  requirements.”  Under  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
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is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  determined  that  this  AD  will  not 
have  federalism  implications  under. 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  this  AD: 

(1)  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

(2)  Is  not  a  “significant  rule”  under 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26,  1979);  and 

(3)  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  regulatory  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD  and  placed  it  in  the  AD  Docket. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov;  or  in  person  at  the 
Docket  Management  Facility  between  9 
a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The  AD 
docket  contains  the  NPRM,  the 
regulatory  evaluation,  any  comments 
received,  and  other  information.  The 
street  address  for  the  Docket  Office 
(telephone  (800)  647-5527)  is  in  the 
ADDRESSES  section.  Comments  will  be 
available  in  the  AD  docket  shortly  after 
receipt. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 
Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  part  39  as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g).  40113,  44701. 

§39.13  [Amended]  ' 

■  2.  The  FAA  amends  §  39.13  by 
removing  Amendment  39—16086  (74  FR 


58539;  November  13,  2009)  and  adding 
the  following  new  AD: 

2010-23-28  SOCATA:  Amendment  39- 
16518;  Docket  No.  FAA-2010-0862; 
Directorate  Identifier  2010-CE-040-AD. 

Effective  Date 

(a)  This  airworthiness  directive  (AD) 
becomes  effective  December  29,  2010. 

Affected  ADs 

(b)  This  AD  supersedes  AD  2009-23-12, 
Amendment  39-16086. 

Applicability 

(c)  This  AD  applies  to  SOCATA  Model 
TBM  700  airplanes,  serial  numbers  1  through 
204,  206  through  239,  and  241  through  243', 
that  are: 

(i)  certificated  in  any  category:  and 

(ii)  equipped  with  a  chemical  oxygen 
generation  system. 

Subject 

(d)  Air  Transport  Association  of  America 
(ATA)  Code  35:  Oxygen. 

Reason 

(e)  The  mandatory  continuing 
airworthiness  information  (MCAI)  states: 

During  a  SOCATA  flight  test,  it  was  noted 
some  difficulties  for  the  pilot  to  release 
oxygen.  After  investigation  it  was  found  that, 
due  to  the  design  of  the  oxygen  generator 
release  pin,  one  of  the  mask’s  lanyard  linked 
to  the  pin  could  be  jammed  when  it  is  pulled 
by  a  pilot  or  a  passenger. 

This  condition,  if  not  corrected,  would 
lead,  in  case  of  an  emergency  procedure  due 
to  decompression,  to  a  risk  of  generator  fault 
with  subsequent  lack  of  oxygen  on  crew  and/ 
or  passenger. 

For  the  reason  described  above,  SOCj\TA 
released  Pilot  Operating  Handbook  (POH) 
Temporary  Revision  (TR)  03  which  asks,  in 
case  of  failure  to  release  oxygen,  to  pull  on 
the  other  mask  lanyard  in  order  to  activate 
the  oxygen  generator.  The  Emergency  AD 
2009-0096-E  was  issued  to  mandate  the 
follow-up  of  these  actions  by  the  operators  in 
case  of  failure.  This  EAD  was  subsequently 
revised  into  AD  2009-0096R1  in  order  to 
clarify  the  applicability. 

A  SOCATA  modification  enabling  to  solve 
this  issue  has  been  developed.  Consequently, 
this  new  AD,  superseding  EASA  AD  2009- 
0096P1  retaining  its  requirements,  requires 
implementing  the  modification  which  is  a 
terminating  action. 

Actions  and  Compliance 

(f)  Unless  already  done,  do  the  following 
actions: 

(1)  Before  further  flight  after  December  29, 
2010  (the  effective  date  of  this  AD),  insert 
Temporary  Revision  No.  3,  dated  March 
2009,  into  the  Emergency  Procedures  section 
and  the  Limitations  section  of  DAHER- 
SOCATA  TBM  700  A  &  B  Pilot’s  Operating 
Handbook  (POH). 

(2)  Within  7  months  after  December  29, 
2010  (the  effective  date  of  this  AD)  or  100 
hours  time-in-sefvice  (TIS)  after  December 
29,  2010  (the  effective  date  of  this  AD), 
whichever  occurs  first,  replace  the  existing 
oxygen  generator  release  pin,  part  number  (P/ 


N)  T700A3510038100,  with  an  open  pin, 

P/N  T700A351004410000,  using  the 
accomplishment  instructions  of  DAHER- 
SOCATA  TBM  Aircraft  Mandatory  .Service 
Bulletin  SB  70-168,  dated  December  2009. 

(3)  After  December  29,  2010  (the  effective 
date  of  this  AD),  do  not  install  in  any  affected 
airplane  an  oxygen  generator  release  pin, 

P/N  T700A3510038100. 

FAA  AD  Differences 

Note:  This  AD  differs  from  the  MCAI  and/ 
or  service  information  as  follows:  No 
differences. 

Other  FAA  AD  Provisions 

(g)  The  following  provisions  also  apply  to 
this  AD: 

(1)  Alternative  Methods  of  Compliance 
(AMOCs):  The  Manager,  Standards  Office, 
FAA,  has  the  authority  to  approve  AMOCs 
for  this  AD,  if  requested  using  the  procedures 
found  in  14  CFR  39.19.  Send  information  to 
ATTN:  Albert  Mercado,  Aerospace  Engineer, 
FAA,  Small  Airplane  Directorate,  901  Locust, 
Room  301,  Kansas  City,  Missouri  64106; 
telephone:  (816)  329-4119;  fax:  (816)  329- 
4090.  Before  using  any  approved  AMOC  on 
any  airplane  to  which  the  AMOC  applies, 
notify  your  appropriate  principal  inspector 
(PI)  in  the  FAA  Flight  Standards  District 
Office  (FSDO),  or  lacking  a  PI,  your  local 
FSDO. 

(2)  Airworthy  Product:  For  any 
requirement  in  this  AD  to  obtain  corrective 
actions  from  a  manufacturer  or  other  source, 
use  these  actions  if  they  are  FAA-approved. 
Corrective  actions  are  considered  FAA- 
approved  if  they  are  approved  by  the  State 
of  Design  Authority  (or  their  delegated 
agent).  You  are  required  to  assure  the  product 
is  airworthy  before  it  is  returned  to  service. 

(3)  Reporting  Requirements:  For  any 
reporting  requirement  in  this  AD,  a  federal 
agency  may  not  conduct  or  sponsor,  and  a 
person  is  hot  required  to  respond  to,  nor 
shall  a  person  be  subject  to  a  penalty  for 
failure  to  comply  with  a  collection  of 
information  subject  to  the  requirements  of 
the  Paperwork  Reduction  Act  unless  that 
collection  of  information  displays  a  current 
valid  OMB  Control  Number.  The  0MB 
Control  Number  for  this  information 
collection  is  2120-0056.  Public  reporting  for 
this  collection  of  information  is  estimated  to 
be  approximately  5  minutes  per  response, 
including  the  time  for  reviewing  instructions, 
completing  and  reviewing  the  collection  of 
information.  All  responses  to  this  collection 
of  information  are  mandatory.  Comments 
concerning  the  accuracy  of  this  burden  and 
suggestions  for  reducing  the  burden  should 
be  directed  to  the  FAA  at:  800  Independence 
Ave.,  SW.,  Washington,  DC  20591,  Attn: 
Information  Collection  Clearance  Officer, 
AES-200. 

Related  Information 

(h)  Refer  to  MCAI  European  Aviation 
Safety  Agency  (EASA)  AD  No.  2010-0090, 
dated  May  18,  2010;  DAHER-SOCATA  TBM 
700  A  &  B  Pilot’s  Operating  Handbook  (POH), 
Temporary  Revision  No.  3,  dated  March 
2009;  and  DAHER-SOCATA  TBM  Aircraft 
Mandatory  Service  Bulletin  SB  70-168,  dated 
December  2009,  for  related  information. 
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Material  Incorporated  by  Reference 

(i)  You  must  use  DAHER-SOCATA  TBM 
700  A  &  B  Pilot’s  Operating  Handbook  (POH), 
Temporary  Revision  No.  3,  dated  March 
2009;  and  DAHER-SOCATA  TBM  Aircraft 
Mandatory  Service  Bulletin  SB  70-168,  dated 
December  2009,  to  do  the  actions  required  by 
this  AD,  unless  the  AD  specifies  otherwise. 

(1)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
this  service  information  under  5  U.S.C. 

552(a)  and  1  GFR  part  51. 

(2)  For  service  information  identified  in 
this  AD,  contact  SOCATA — Direction  des 
services,  65921  Tarbes  Cedex  9,  France; 
telephone:  33  (0)  62  41  73  00;  fax:  +  33  (0) 

62  41  76  54;  or  for  the  U.S.A.:  SOCATA 
NORTH  AMERICA,  North  Perry  Airport, 

7501  South  Airport  Rd.,  Pembroke  Pines, 
Florida  33023;  telephone:  1  (954)  893  1400; 
fax:  1  (954)  964  4141;  Internet:  http:// 
mysocata.com/. 

(3)  You  may  review  copies  of  the 
referenced  service  information  at  the  FAA, 
Small  Airplane  Directorate,  901  Locust, 
Kansas  City,  Missouri  64106.  For  information 
on  the  availability  of  this  material  at  the 
FAA,  call  816-329-4148. 

(4)  You  may  also  review  copies  of  the 
service  information  incorporated  by  reference 
for  this  AD  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  (202)  741-6030,  or  go 
to:  http://www.archives.gov/federal_register/ 
code_of_federal_regulations/ 

ibr locations. h  tml. 

Issued  in  Kansas  City,  Missouri,  on 
November  4,  2010. 

James  E.  Jackson, 

Acting  Manager,  Small  Airplane  Directorate, 
Aircraft  Certification  Service. 

[FR  Doc.  2010-28612  Filed  11-23-10;  8:45  am] 
BIUJNG  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14CFR  Part  39 

[Docket  No.  FAA-2010-1110;  Directorate 
Identifier  2010-NM-052-AD;  Amendment 
39-16517;  AD  2010-23-27] 

RIN  2120-AA64 

Airworthiness  Directives;  Airbus  Model 
A340-500  and  A340-600  Series 
Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (DOT). 

ACTION:  Final  rule;  request  for 
comments. 

SUMMARY:  We  are  adopting  a  new 
airworthiness  directive  (AD)  for  the 
products  listed  above.  This  AD  results 
from  mandatory  continuing 
airworthiness  information  (MCAI) 
originated  by  an  aviation  authority  of 


another  country  to  identify  and  correct 
an  unsafe  condition  on  an  aviation 
product.  The  MCAI  describes  the  unsafe 
condition  as: 

An  A340-642  operator  reported  [fault 
messages  “Main  Fuel  Pump  4”  and  “Eng  4 
Stall/Surge”)  *  *  *  and  finally  the  engine 
had  an  auto  shutdown  [along]  with- [fault 
message  “Engine  4  Fail”)  *  *  *. 
***** 

Simultaneous  loss  of  at  least  two  Main 
Pumps  along  with  other  potential  failures 
related  to  the  in-service  event  may  lead  to  a 
dual  engine  loss. 

***** 

This  AD  requires  actions  that  are 
intended  to  address  the  unsafe 
condition  described  in  the  MCAI. 

DATES:  This  AD  becomes  effective 
December  9,  2010. 

The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference 
of  a  certain  publication  listed  in  the  AD 
as  of  December  9,  2010. 

We  must  receive  comments  on  this 
AD  by  January  10,  2011. 

ADDRESSES:  You  may  send  comments  by 
any  of  the  following  methods: 

•  Federal  eRuIemaking  Portal:  Go  to 
http://www.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  Fax:(202)493-2251. 

•  Mail:  U.S.  Department  of 
Transportation,  Docket  Operations, 
M-30,  West  Building  Ground  Floor, 
Room  W12-140,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590. 

•  Hand  Delivery:  U.S.  Department  of 
Transportation,  Docket  Operations, 
M-30,  West  Building  Ground  Floor, 
Room  W12-40,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC,  between 
9  a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov;  or  in  person  at  the 
Docket  Operations  office  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  The  AD  docket 
contains  this  AD,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  street  address  for 
the  Docket  Operations  office  (telephone 
(800)  647-5527)  is  in  the  ADDRESSES 
section.  Comments  will  be  available  in 
the  AD  docket  shortly  aftqr  receipt. 

FOR  FURTHER  INFORMATION  CONTACT: 
Vladimir  Ulyanov,  Aerospace  Engineer, 
International  Branch,  ANM-116, 
Transport  Airplane  Directorate,  FAA, 
1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone 
(425)  227-1138;  fax  (425)  227-1149.' 
SUPPLEMENTARY  INFORMATION: 


Discussion 

The  European  Aviation  Safety  Agency 
(EASA),  which  is  the  Technical  Agent 
for  the  Member  States  of  the  European 
Community,  has  issued  EASA 
Airworthiness  Directive  2010-0013, 
dated  January  26,  2010  (referred  to  after 
this  as  “the  MCAI”),  to  correct  an  unsafe 
condition  for  the  specified  products. 

The  MCAI  states: 

An  A340-642  operator  reported  a  Main 
Fuel  Pump  4  fault  that  occurred  during 
descent.  Afterwards  it  was  followed  by  a  2 
times  Eng  4  Stall/Surge  Message  and  finally 
the  engine  had  an  auto  shutdown  with 
Message  Engine  4  Fail. 

Analysis  of  the  A340-500/600  aircraft  fuel- 
pump  electrical-circuit  design  has  shown 
that  when  a  main  fuel  pump  becomes 
unserviceable  and  the  fuel  pressure 
indication  system  indicates  abnormal  High 
(HI)  pressure,  these  unwanted  conditions 
occur: 

— ^There  is  no  Electronic  Centralized  Aircraft 
Monitor  (ECAM)  caution  or  fault  light  of 
the  unserviceable^el  pump. 

— The  crew  cannot  manually  set  the  standby 
fuel  pump  to  ‘ON’  because  of  the  main 
pump  pressure  abnormal  HI  condition. 
Simultaneous  loss  of  at  least  two  Main 
Pumps  along  with  other  potential  failures 
related  to  the  in-service  event  may  lead  to 
a  dual  engine  loss. 

This  AD  mandates  the  modification  of  the 
main  and  standby  pump  wiring  logic  which 
will  let  the  related  standby  fuel  pump  be  set 
‘ON’  irrespective  of  the  status  of  the  main 
fuel  pump  pressure  switch  in  each  of  the 
conditions  that  follow: 

— After  the  main  fuel  pump  becomes 
unserviceable; 

— When  the  push-button  switch  of  the  related 
iiiain  fuel  pump  is  set  to  ‘OFF’,  even  if  the 
fuel  pump  pressure  indicates  abnormally 
HI. 

You  may  obtain  further  information 
by  examining  the  MCAI  in  the  AD 
docket. 

Relevant  Service  Information 

Airbus  has  issued  Mandatory  Service 
Bulletin  A340-28-5050,  including 
Appendix  1,  dated  October  8,  2009.  The 
actions  described  in  this  service 
information  are  intended  to  correct  the 
unsafe  condition  identified  in  the 
MCAI. 

FAA’s  Determination  and  Requirements 
of  This  AD 

This  product  has  been  approved  by 
the  aviation  authority  of  another 
country,  and  is  approved  for  operation 
in  the  United  States.  Pursuant  to  our 
bilateral  agreement  with  the  State  of 
Design  Authority,  we  have  been  notified 
of  the  unsafe  condition  described  in  the 
MCAI  and  service  information 
referenced  above.  We  are  issuing  this 
AD  because  we  evaluated  all  pertinent 
information  and  determined  the  unsafe 
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condition  exists  and  is  likely  to  exist  or 
develop  on  other  products  of  the  same 
type  design. 

There  are  no  products  of  this  type 
currently  registered  in  the  United  States. 
However,  this  rule  is  necessary  to 
ensure  that  the  described  unsafe 
condition  is  addressed  if  any  of  these 
products  are  placed  on  the  U.S.  Register 
in  the  future. 

Differences  Between  the  AD  and  the 
MCAI  or  Service  Information 

We  have  reviewed  the  MCAI  and 
related  service  information  and,  in 
general,  agree  with  their  substance.  But 
we  might  have  found  it  necessary  to  use 
different  words  from  those  in  the  MCAI 
to  ensure  the  AD  is  clear  for  U.S. 
operators  and  is  enforceable.  In  making 
these  changes,  we  do  not  intend  to  differ 
substantively  from  the  information 
provided  in  the  MCAI  and  related 
service  information. 

We  might  also  have  required  different 
actions  in  this  AD  from  those  in  the 
MCAI  in  order  to  follow  FAA  policies. 
Any  such  differences  are  highlighted  in 
a  Note  within  the  AD. 

FAA’s  Determination  of  the  Effective 
Date 

Since  there  are  currently  no  domestic 
operators  of  this  product,  notice  and 
opportunity  for  public  comment  before 
issuing  this  AD  are  unnecessary. 

Comments  Invited 

This  AD  is  a  final  rule  that  involves 
requirements  affecting  flight  safety,  and 
we  did  not  precede  it  by  notice  and 
opportunity  for  public  comment.  We 
invite  you  to  send  any  written  relevant 
data,  views,  or  arguments  about  this  AD. 
Send  your  comments  to  an  address 
listed  under  the  ADDRESSES  section. 
Include  “Docket  No.  FAA-2010-1110: 
Directorate  Identifier  2010-NM-052- 
AD”  at  the  beginning  of  your  comments. 
We  specifically  invite  comments  on  the 
overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
this  AD.  We  will  consider  all  comments 
received  by  the  closing  date  and  may 
amend  this  AD  because  of  those 
comments. 

We  will  post  all  comments  we 
receive,  without  change,  to  http:// 
www.regulations.gov,  including  any 
personal  information  you  provide.  We 
will  also  post  a  report  summarizing  each 
substantive  verbal  contact  we  receive 
about  this  AD. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
-section  106,  describes  the  authority  of 


the  FAA  Admini.=trator.  “Subtitle  VII; 
Aviation  Programs,”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  “Subtitle  VII, 
Part  A,  Subpart  III,  Section  44701: 
General  requirements.”  Under  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  determined  that  this  AD  will  not 
have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
npt  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  this  AD: 

1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26,  1979);  and 

3.  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  regulatory  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD  and  placed  it  in  the  AD  docket. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 
Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  part  39  as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

■  2.  The  FAA  amends  §  39.13  by  adding 

the  following  new  AD:  . 


2010-23-27  Airbus:  Amendment  39-16517. 
Docket  Ne.  FAA-2010-1110;  Directorate 
Identifier  2010-NM-052-AD. 

Effective  Date 

(a)  This  airworthiness  directive  (AD) 
becomes  effective  December  9,  2010. 

Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to  Airbus  Model  A340- 
541  and  A340— 642  airplanes,  certificated  in 
any  category. 

Subject 

(d)  Air  Transport  Association  (ATA)  of 
America  Code  28:  Fuel. 

Reason 

(e)  The  mandatory  continued  airworthiness 
information  (MCAI)  states: 

An  A340-642  operator  reported  [fault 
messages  “Main  Fuel  Pump  4”  and  “Eng  4 
Stall/Surge”]  *  *  *  and  finally  the  engine 
had  an  auto  shutdown  [along]  with  [fault 
message  “Engine  4  Fail”]  *  *  *. 

it  ie  it  ic  It 

Simultaneous  loss  of  at  least  two  Main 
Pumps  along  with  other  potential  failures 
related  to  the  in-service  event  may  lead  to  a 
dual  engine  loss. 

***** 

Compliance 

(f)  You  are  responsible  for  having  the 
actions  required  by  this  AD  performed  within 
the  compliance  times  specified,  unless  the 
actions  have  already  been  done. 

Actions 

(g)  Within  13,500  flight  hours  after  the 
effective  date  of  this  AD,  modify  the 
equipment  and  the  wiring  connected  to  the 
main  and  standby  pumps  in  the  left  and  right 
wing,  in  accordance  with  the 
Accomplishment  Instructions  of  Airbus 
Mandatory  Service  Bulletin  A340-28-5050, 
dated  October  8,  2009. 

FAA  AD  Differences 

Note  1:  This  AD  differs  from  the  MCAI 
and/or  service  information  as  follows:  No 
differences. 

Other  FAA  AD  Provisions 

(h)  The  following  provisions  also  apply  to 
this  AD: 

(1)  Alternative  Methods  of  Compliance 
(AMOCs):  The  Manager,  International 
Branch,  Transport  Airplane  Directorate,  FAA, 
has  the  authority  to  approve  AMOCs  for  this 
AD,  if  requested  using  the  procedures  found 
in  14  CFR  39.19.  Send  information  to  ATTN: 
Vladimir  Ulyanov,  Aerospace  Engineer, 
International  Branch,  ANM-116,  Transport 
Airplane  Directorate,  FAA,  1601  Lind 
Avenue,  SW.,  Renton,  Washington  98057- 
3356;  telephone  (425)  227-1138;  fax  (425) 
227-1149.  Before  using  any  approved  AMOC 
on  any  airplane  to  which  the  AMOC  applies, 
notify  your  principal  maintenance  inspector 
(PMI)  or  principal  avionics  inspector  (PAI), 
as  appropriate,  or  lacking  a  principal 
inspector,  your  local  Flight  Standards  District 
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Office.  The  AMOC  approval  letter  must 
specifically  reference  this  AD. 

(2)  Airworthy  Product:  For  any  requirement 
in  this  AD  to  obtain  corrective  actions  from 

a  manufacturer  or  other  source,  use  these 
actions  if  they  are  FAA-approved.  Corrective 
actions  are  considered  FAA-approved  if  they 
are  approved  by  the  State  of  Design  Authority 
(or  their  delegated  agent).  You  are  required 
to  assure  the  product  is  airworthy  before  it 
is  returned  to  service. 

(3)  Reporting  Requirements:  For  any 
reporting  requirement  in  this  AD,  under  the 
provisions  of  the  Paperwork  Reduction  Act 
(44  U.S.C.  3501  et  seq.),  the  Office  of 
Management  and  Budget  (OMB)  has 
approved  the  information  collection 
requirements  and  has  assigned  OMB  Control 
Number  2120-0056. 

Related  Information 

(i)  Refer  to  Mandatory  Continuing 
Airw'orthiness  Information  (MCAl)  European 
Aviation  Safety  Agency  (EASA) 
Airworthiness  Directive  2010-0013,  dated 
January  26,  2010;  and  Airbus  Mandatory 
Service  Bulletin  A340-28— 5050,  dated 
October  8,  2009;  for  related  information. 

Material  Incorporated  by  Reference 

(j)  You  must  use  Airbus  Mandatory  Service 
Bulletin  A340-28-5050,  including  Appendix 
1,  dated  October  8,  2009,  to  do  the  actions 
required  by  this  AD,  unless  the  AD  specifies 
otherwise. 

(1)  The  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
this  ser\'ice  information  under  5  U.S.C. 

552(a)  and  1  CFR  part  51. 

(2)  For  service  information  identified  in 
this  AD,  contact  Airbus  SAS — Airworthiness 
Office — EAL,  1  Rond  Point  Maurice  Bellonte, 
31707  Blagnac  Cedex,  France;  telephone  +33 
5  61  93  36  96;  fax  +33  5  61  93  45  80;  e-mail 
airworthiness.A330-A340@airbus.com; 
Internet  http://'A'ww.airhus.com. 

(3)  You  may  review  copies  of  the  service 
information  at  the  FAA,  Transport  Airplane 
Directorate,  1601  Lind  Avenue,  SW.,  Renton, 
Washington.  For  information  on  the 
availability  of  this  material  at  the  FAA,  call 
425-227-1221. 

(4)  You  may  also  review  copies  of  the 
service  information  that  is  incorporated  by 
reference  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  202-741—6030,  or  go 
to:  bttp://H'wn’.archives.gov/federal_register/ 
code_of_federaI_regulations/ibr_Iocations. 
html. 

Issued  in  Renton,  Washington,  on 
November  2,  2010. 

Jeffrey  E.  Duven, 

Acting  Manager.  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 

[FR  Doc.  2010-28591  Filed  11-23-10;  8:45  am] 
BILUNG  CODE  491(l-ia-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2010-1137;  Directorate 
Identifier  2010-SW-079-AD;  Amendment 
39-16523;  AD  2010-19-51] 

RIN  2120-AA64 

Airworthiness  Directives;  Bell 
Helicopter  Textron  Canada  Model  222, 
222B,  222U,  230,  and  430  Helicopters 

AGENCY:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Final  rule;  request  for 
comments. 

SUMMARY:  This  document  publishes  in 
the  Federal  Register  an  amendment 
adopting  Airworthiness  Directive  (AD) 
2010—19—51,  which  was  sent  previously, 
to  all  known  U.S.  owners  and  operators 
of  the  specified  model  Bell  Helicopter 
Textron  Canada  (Bell)  helicopters  by 
individual  letters.  This  AD  requires 
inspecting  parts  of  the  mhiil  rotor 
hydraulic  servo  actuator  (servo  actuator) 
for  certain  conditions  and  replacing  any 
unairworthy  parts  before  further  flight. 
This  AD  is  prompted  by  a  collective 
servo  actuator  malfunction  and  a 
subsequent  investigation  that  revealed 
the  output  piston  rod  assembly  (piston 
rod)  had  fractured  at  the  threaded  end 
because  of  stress  corrosion  cracking. 
Also,  during  the  investigation  of  that 
servo  actuator  malfunction,  a 
nonconforming  grind  relief  was 
discovered  on  a  separate  piston  rod.  The 
actions  specified  by  this  AD  are 
intended  to  detect  corrosion  or  a 
nonconforming  piston  rod  that,  if  not 
detected  and  corrected,  could  result  in 
failure  of  the  piston  rod,  failure  of  the 
servo  actuator,  and  subsequent  loss  of 
control  of  the  helicopter. 

DATES:  Effective  December  9,  2010,  to  all 
persons  except  those  persons  to  whom 
it  was  made  immediately  effective  by 
Emergency  AD  2010-19-51,  issued  on 
August  31,  2010,  which  contained  the 
requirements  of  this  amendment. 

The  incorporation  by  reference  of 
certain  publications  listed  in  the 
regulations  is  approved  by  the  Director 
of  the  Federal  Register  as  of  December 
9,  2010. 

Comments  for  inclusion  iii  the  Rules 
Docket  must  be  received  on  or  before 
January  24,  2011. 

ADDRESSES:  Use  one  of  the  following 
addresses  to  submit  comments  on  this 
AD: 

•  Federal  eRuIemaking  Portal:  Go  to 
http://www.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 


•  Fax; 202-493-2251. 

•  Mail:  U.S.  Department  of 
Transportation,  Docket  Operations, 

M-30,  West  Building  Ground  Floor, 
Room  Wl 2-140,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590. 

•  Hand  Delivery:  U.S.  Department  of 
Transportation,  Docket  Operations, 
M-30,  West  Building  Ground  Floor, 
Room  W12-140,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590, 
between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  Federal  holidays. 

You  may  get  the  service  information 
identified  in  this  AD  from  Bell  *  * 
Helicopter  Textron  Canada,  12,800  Rue 
de  1 ’Avenir,  Mirabel,  Quebec  J7J1R4, 
telephone  (450)  437-2862  or  (800)  363- 
8023,  fax  (450)  433-0272,  or  at  http:// 
www.bellcustomer.com/ files/ . 

Examining  the  Docket:  You  may 
examine  the  docket  that  contains  the 
AD,  any  comments,  and  other 
information  on  the  Internet  at  http:// 
www.regulations.gov,  or  in  person  at  the 
Docket  Operations  office  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  The  Docket 
Operations  office  (telephone  (800)  647- 
5527)  is  located  in  Room  W12-140  on 
the  ground  floor  of  the  West  Building  at 
the  street  address  stated  in  the 
ADDRESSES  section.  Comments  will  be 
available  in  the  AD  docket  shortly  after 
receipt. 

FOR  FURTHER  INFORMATION  CONTACT:  J.R. 
Holton,  Jr.,  Aviation  Safety  Engineer, 
Rotorcraft  Directorate,  Safety 
Management  Group,  2601  Meacham 
Blvd.,  Fort  Worth,  Texas  76137, 
telephone  (817)  222-4964,  fax  (817) 
222-5961. 

SUPPLEMENTARY  INFORMATION:  On  August 
31,  2010,  the  FAA  issued  Emergency  AD 
2010-19-51  for  the  specified  model 
helicopters,  which  requires  inspecting 
parts  of  the  servo  actuator  for  certain 
conditions  and  replacing  any 
unairworthy  parts  before  further  flight. 
That  action  was  prompted  by  a 
collective  servo  actuator  malfunction 
and  a  subsequent  investigation  that 
revealed  the  output  piston  rod  assembly 
(piston  rod)  had  fractured  at  the 
threaded  end  because  of  stress  corrosion 
cracking.  Also,  during  the  investigation 
of  that  servo  actuator  malfunction,  a 
nonconforming  grind  relief  was 
discovered  on  a  separate  piston  rod. 

This  condition,  if  not  detected  and 
corrected,  could  result  in  failure  of  the 
piston  rod,  failure  of  the  servo  actuator, 
and  subsequent  loss  of  control  of  the 
helicopter. 

Transport  Canada,  the  airworthiness 
authority  for  Canada,  has  issued 
Canadian  AD  No.  CF-2010-29,  dated 
August  26,  2010  to  correct  an  unsafe 
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condition  for  the  Bell  Model  222,  222B, 
222U,  230,  and  430  helicopters. 

Transport  Canada  advises  that  it  has 
been  determined  that  the  piston  rods  of 
the  servo  actuators  “may  be  corroded 
and,  consequently,  prone  for  corrosion 
cracking.”  Also,  in  one  case,  “an 
unapproved  repair  was  found  on  the 
piston  rod.”  This  situation,  if  not 
corrected,  could  result  in  loss  of  control 
of  the  helicopter. 

Bell  has  issued  Alert  Service  Bulletin 
(ASB)  No.  222-10-109  for  the  Model 
222  and  222B  helicopters,  ASB  No. 
222U-10-80  for  the  Model  222U 
helicopters,  ASB  No.  230-10-41  for  the 
Model  230  helicopters,  and  ASB  No. 
430-10-44  for  the  Model  430 
helicopters.  Each  ASB  is  dated  August 
18,  2010,  and  specifies  a  one-time 
inspection  of  all  affected  servo  actuators 
to  verify  the  condition  of  the  piston  rod. 
Woodward  HRT  also  issued  ASB  No. 
141600-67-02,  dated  August  18,  2010, 
attached  to  each  Bell  ASB,  which 
specifies  inspecting  the  piston  rod  for 
corrosion  and  nonconforming  grind 
relief.  It  also  contains  instructions  for 
reworking  and  reassembling  the  unit  for 
operation.  Transport  Canada  classified 
the  ASBs  as  mandatory  and  issued  AD 
No.  CF-2010-29,  dated  August  26, 

2010,  to  ensure  the  continued 
airworthiness  of  these  helicopters. 

This  AD  differs  from  the  Transport 
Canada  AD  in  that  we  require  the  initial 
inspection  before  further  flight  father 
than  no  later  than  5  hours  air  time  upon 
receiving  the  AD.  Also,  this  AD  requires 
replacing  unairworthy  parts  with 
airworthy  parts  if  certain  conditions  are 
found  and  this  AD  does  not  add  a  life 
limit  for  the  servo  actuator  rod.  Also, 
this  AD  does  not  require  a  one  time 
rectification  and  a  complete  overhaul  of 
the  servo  actuator  after  the  initial 
inspection.  This  AD.is  an  interim 
action. 

These  helicopters  have  been  approved 
by  the  aviation  authority  of  Canada  and 
are  approved  for  operation  in  the  United 
States.  Pursuant  to  our  bilateral 
agreement  with  Canada,  they  have 
*  notified  us  of  the  unsafe  condition 
described  in  the  Transport  Canada  AD. 
We  are  issuing  this  AD  because  we 
evaluated  all  information  provided  by 
Transport  Canada  and  determined  the 
unsafe  condition  exists  and  is  likely  to 
exist  or  develop  on  other  helicopters  of 
these  same  type  designs.  Therefore,  this 
AD  requires,  before  hirther  flight; 

•  Disassembling  the  actuator  to  gain 
access  to  the  piston  rod. 

•  Cleaning  the  entire  piston  rod  and 
nut  using  Acetone  and  a  nylon  bristle 
brush  removing  all  contaminates  to 
allow  for  inspection. 


•  Inspecting  the  grind  relief 
configuration  for  the  piston  rod  and  nut. 
If  the  grind  relief  is  unacceptable, 
replacing  the  piston  rod  and  the  nut 
with  airworthy  parts. 

•  Using  a  lOx-or  higher  magnifying 
glass,  visually  inspecting  the  nut  for 
corrosion  or  damage  to  the  threads.  If 
you  find  any  corrosion  or  damage  to  the 
threads,  replacing  the  nut  with  an 
airworthy  nut. 

•  Using  a  lOx  or  higher  magnifying 
glass,  visually  inspecting  the  piston  rod 
for  any  corrosion,  visibleTack  of 
cadmium  plate  (gold  or  grey  color),  or 
damage  to  the  piston  rod.  If  you  find 
any  corrosion,  visible  lack  of  cadmium 
plate  (gold  or  grey  color),  or  damage  to 
the  piston  rod  in  the  “Critical  Areas,” 
replacing  the  piston  rod  with  an 
airworthy  piston  rod. 

•  If  you  find  any  corrosion  or  visible 
lack  of  cadmium  plate  on  the  piston  rod 
in  areas  that  are  not  considered  “Critical 
Areas,”  reworking  the  "piston  rod  by 
removing  any  surface  corrosion  that  has 
not  penetrated  into  the  base  material  by 
lightly  buffing  with  scotch-brite. 
Cleaning  the  part  using  Acetone  and  a 
nylon  bristle  brush  to  remove  any 
residue. 

•  If  you  find  any  corrosion  that  is  red 
or  orange  in  color,  magnetic  particle 
inspecting  the  piston  rod  for  a  crack.  If 
you  find  a  crack,  replacing  the  piston 
rod  with  an  airworthy  piston  rod. 

•  Inspecting  the  portion  of  the  piston 
rod  for  any  bare  base  metal  that  is  not 
coated  with  cadmium  plate.  If  you  find 
any  bare  base  metal  on  the  piston  rod 

in  this  area,  reworking  the  piston  rod  by 
applying  brush  cadmium  plating  to  all 
bare  and  reworked  areas. 

•  Reassembling  the  servo  actuator. 

•  After  reassembling  the  servo 
actuator,  marking  it  with  the  letter  “B” 
following  the  serial  number  on  the  name 
plate  using  a  scribe  or  vibrating  stylus. 

•  Performing  a  hydraulic  system  check. 

These  actions  must  be  accomplished 
by  following  specified  portions  of  Hie 
ASBs  described  previously. 

The  short  compliance  time  involved 
is  required  because  the  previously 
described  critical  unsafe  condition  can 
adversely  affect  tbe  structural  integrity 
and  controllability  of  the  helicopter. 
Therefore,  inspecting  parts  of  the  servo 
actuator  for  certain  conditions  and 
replacing  any  unairworthy  parts  are 
required  before  further  flight,  and  this 
AD  must  be  issued  immediately. 

Since  it  was  found  that  immediate 
corrective  action  was  required,  notice 
and  opportunity  for  prior  public 
comment  thereon  were  impracticable 
and  contrary  to  the  public  interest,  and 
good  cause  existed  to  make  the  AD 


effective  immediately  by  individual 
letters  issued  on  August  31,  2010  to  all 
known  U.S.  owners  and  operators  of 
Bell  Helicopter  Textron  Canada  Model 
222,  222B,  222U,  230,  and  430 
helicopters.  These  conditions  still  exist, 
and  the  AD  is  hereby  published  in  the 
Federal  Register  as  an  amendment  to  14 
CFR  39.13  to  make  it  effective  to  all 
persons.  However,  we  have  made  a 
change  to  Note  1  of  this  AD,  and  we 
have  also  clarified  that  we  are  not 
adopting  a  reduced  life  limit  for  the 
piston  rod  assembly.  We  have 
determined  that  these  changes  will 
neither  increase  the  economic  burden 
on  any  operator  nor  increase  the  scope 
of  the  AD. 

We  estimate  that  this  AD  will,affect 
146  helicopters  of  U.S.  registry.  There 
are  three  servo  actuators  per  helicopter. 
For  a  servo  actuator  that  is  inspected 
and  does  not  require  rework  or  repair, 
removing  each  servo  actuator, 
performing  the  inspections,  and  re¬ 
installing  it  will  take  approximately  four 
work  hours  at  an  average  labor  rate  of 
$85  per  hour.  For  a  servo  actuator  that 
is  inspected  and  requires  a  servo 
actuator  rod  to  be  replaced,  removing 
each  servo  actuator,  performing  the 
inspections,  and  re-installing  an 
airworthy  servo  actuator  rod  will  also 
take  approximately  four  work  hours. 
Each  replacement  servo  actuator  rod  is 
estimated  to  cost  $9,000.  Based  on  these 
figures,  we  assume  that  the  total  cost 
impact  of  the  AD  on  U.S.  operators  will 
be  $289,020,  assuming  10%  of  the  fleet 
(15  helicopters)  will  need  to  replace  one 
servo  actuator  rod  per  helicopter. 

Comments  Invited 

This  AD  is  a  final  rule  that  involves 
requirements  that  affect  flight  safety  and 
was  not  preceded  by  notice  and  an 
opportunity  for  public  comment; 
however,  we  invite  you  to  submit  any 
written  data,  views,  or  arguments 
regarding  this  AD.  Send  your  comments 
to  an  address  listed  under  ADDRESSES. 
Include  “Docket  No.  FAA-2010-1137; 
Directorate  Identifier  2010-SW-079- 
AD”  at  the  beginning  of  your  comments. 
We  specifically  invite  comments  on  the 
overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  AD.  We  will  consider  all  comments 
received  by  the  closing  date  and  may 
amend  the  AD  in  light  of  those 
comments. 

We  will  post  all  comments  we 
receive,  without-change,  to  http:// 
www.reguIations.gov,  including  any 
personal  information  you  provide.  We 
will  also  post  a  report  summarizing  each 
substantive  verbal  contact  with  FAA  . 
personnel  concerning  this  AD.  Using  the 
search  function  of  our  docket  Web  site. 
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you  can  find  and  read  the  comments  to 
any  of  our  dockets,  including  the  name 
of  the  individual  who  sent  the 
comment.  You  may  review  the  DOT’S 
complete  Privacy  Act  Statement  in  the 
Federal  Register  published  on  April  11, 
2000  (65  FR  19477-78). 

Regulatory  Findings 

We  have  determined  that  this  AD  will 
not  have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  Government  and  the.  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  1 
certify  that  the  regulation: 

1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  Februa^  26, 1979);  and 

3.  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
■under  the  criteria  of  the  Regulatory 

Flexibility  Act. 

We  prepared  an  economic  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD.  See  the  AD  docket  to  examine 
the  economic  evaluation. 

Authority  for  this  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  Subtitle  VII, 
Aviation  Programs,  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  subtitle  VII, 
part  A,  subpart  III,  section  44701, 
“General  requirements.”  Under  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 
Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  pursuant  to  the  authority 
delegated  to  me  by  the  Administrator, 
the  Federal  Aviation  Administration 


amends  part  39  of  the  Federal  Aviation 
Regulations  (14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

■  2.  Section  39.13  is  amended  by  adding 
a  new  airworthiness  directive  to  read  as 
follows: 

2010-19-51  Bell  Helicopter  Textron 

Canada:  Amendment  39-16523.  Docket 
No.  FAA-2010-1137;  Directorate 
Identifier  2010-SW-079-AD. 

Applicability:  Model  222,  222B,  222U,  230, 
and  430  helicopters,  with  an  installed  main 
rotor  hydraulic  servo  actuator,  part  number 
222-382-001-107  (servo  actuator), 
manufactured  hy  Woodward  HRT, 
certificated  in  any  category. 

Compliance:  Before  further  flight,  unless 
accomplished  previously.  To  detect  corrosion 
or  a  nonconforming  grind  relief  on  the  output 
piston  rod  assembly  (piston  rod),  to  prevent 
failure  of  the  piston  rod,  failure  of  the  servo 
actuator,  and  subsequent  loss  of  control  of 
the  helicopter,  do  the  following: 

(a)  Disassemble  the  actuator  to  gain  access 
to  the  piston  rod  as  shown  in  Figures  1 
through  5  and  by  following  the 
Accomplishment  Instructions,  paragraph 

3. A.,  Part  I.,  of  Woodward  HRT  Alert  Service 
Bulletin  No.  141600-67-02,  dated  August  18, 
2010  (Woodward  ASB). 

Note  1:  Bell  Helicopter  Textron  Canada 
(Bell)  Alert  Service  Bulletin  (ASB)  No.  222- 
10-109  for  the  Models  222  and  222B,  ASB 
No.  222U-10-80  for  the  Model  222U,  ASB 
No.  230-10-41  for  the  Model  230,  and  ASB 
No.  430-10-44  for  the  Model  430  helicopters, 
ail  ASBs  dated  August  18,  2010,  which  are 
not  incorporated  by  reference,  contain 
additional  information  about  the  subject  of 
this  AD. 

(b)  Clean  the  entire  piston  rod  and  nut 
using  Acetone  and  a  nylon  bristle  brush 
removing  all  contaminates  to  allow  for 
inspection.  Inspect  the  grind  relief 
configuration  for  the  piston  rod  and  nut  as 
shown  in  Figure  6  of  the  Woodward  ASB.  If 
the  grind  relief  is  unacceptable  as  shown  in 
Figure  6,  replace  the  piston  rod  and  the  nut 
with  airworthy  parts. 

(c)  Using  a  1  Ox  or  higher  magnifying  glass, 
visually  inspect  the  nut  for  any  corrosion  or 
any  damage  to  the  threads.  If  you  find  any 
corrosion  or  any  damage  to  the  threads, 
replace  the  nut  with  an  airworthy  nut. 

(d)  Using  a  1  Ox  or  higher  magnifying  glass, 
visually  inspect  the  piston  rod  as  shown  in 
Figure  7  of  the  Woodward  ASB  for  any 
corrosion,  visible  lack  of  cadmium  plate 
(gold  or  grey  color),  or  damage  to  the  piston 
rod. 

Note  2:  For  the  purposes  of  this  AD, 
damage  to  the  piston  rod  is  defined  as 
pitting,  a  visible  scratch,  a  crack,  or  a  visible 
abrasion. 

(1)  If  you  find  any  corrosion  or  visible  lack 
of  cadmium  plate  or  any  damage  to  the 


piston  rod  in  the  “Critical  Areas,”  replace  the 
piston  rod  with  an  airworthy  piston  rod. 

(2)  If  you  find  any  corrosion  or  visible  lack 
of  cadmium  plate  on  the  piston  rod  in  areas 
that  are  not  considered  “Critical  Areas,” 
rework  the  piston  rod  by  removing  any 
surface  corrosion  that  has  not  penetrated  into 
the  base  material  by  lightly  buffing  with 
scotch-brite.  Clean  the  part  using  Acetone 
and  a  nylon  bristle  brush  to  remove  any 
residue. 

(3)  If  you  find  any  corrosion  that  is  red  or 
orange  in  color,  magnetic  particle  inspect  the 
piston  rod  for  a  crack.  If  you  find  a  crack, 
replace  the  piston  rod  with  an  airworthy 
piston  rod. 

(e)  Inspect  the  portion  of  the  piston  rod  for 
any  bare  base  metal,  as  shown  in  Figure  7  of 
the  Woodward  ASB,  which  is  coated  with 
cadmium  plate.  If  you  find  any  bare  base 
metal  on  the  piston  rod  in  this  area,  rework 
the  piston  rod  by  applying  brush  cadmium 
plating  to  all  bare  and  reworked  areas  by 
following  the  Accomplishment  Instructions, 
paragraph  B.,  Part  II,  4.5.  and  paragraph  C., 
Part  III,  C.1.1.1.  through  C.1.1.3.,  of  the 
Woodward  ASB,  except  we  are  not  adopting 
the  life  limit  for  the  piston  rod  assembly  as 
stated  in  paragraph  B,  Part  II,  4.5. 

(f)  Reassemble  the  servo  actuator  by 
following  the  Accomplishment  Instructions, 
paragraph  C,  Part  III,  1.1.4.  through  3.3.4.  of 
the  Woodward  ASB. 

(g)  After  reassembling  the  servo  actuator, 
mark  it  with  the  letter  “B”  following' the  serial 
number  on  the  name  plate  using  a  scribe  or 
vibrating  stylus. 

(h)  Perform  a  hydraulic  system  check. 

(i)  To  request  a  different  method  of 
compliance  or  a  different  compliance  time 
for  this  AD,  follow  the  procedures  in  14  CFR 
39.19.  Contact  the  Manager,  Safety 
Management  Group,  FAA,  ATTN:  J.  R. 

Holton,  Jr.,  Aviation  Safety  Engineer, 
Rotorcraft  Directorate,  2601  Meacham  Blvd., 
Fort  Worth,  Texas  76137,  telephone  (817) 
222-4964,  fax  (817)  222-5961,  for 
information  about  previously  approved 
alternative  methods  of  compliance. 

(j)  The  Joint  Aircraft  System/Component 
(JASC)  Code  is  6730:  Rotorcraft  Servo 
System. 

(k)  The  actions  shall  be  done  in  accordance 
with  the  specified  portions  of  Woodward 
HRT  Alert  Service  Bulletin  No.  141600-67- 
02,  dated  August  18,  2010.  The  Director  of 
the  Federal  Register  approved  this 
incorporation  by  reference  in  accordance 
with  5  U.S.C.  552(a)  and  1  CFR  part  51. 
Copies  may  be  obtained  from  Bell  Helicopter 
Textron  Canada,  12,800  Rue  de  I’Avenir, 
Mirabel,  Quebec  J7J1R4,  telephone  (450) 
437-2862  or  (800)  363-8023,  fax  (450)  433- 
0272,  or  at  http://www.bellcustomer.com/ 
files/.  Copies  may  be  inspected  at  the  FAA, 
Office  of  the  Regional  Counsel,  Southwest 
Region,  2601  Meacham  Blvd.,  Room  663,  Fort 
Worth,  Texas  or  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  202-741-6030,  or  go 
to:  http ://www. archi ves.gov/federal_register/ 
code_of_federal_regulations/ 
ibr_locations.html.  (1)  This  amendment 
becomes  effective  on  December  9,  2010,  to  all 
persons  except  those  persons  to  whom  it  was 
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made  immediately  effective  by  Emergency 
AD  2010-19-51,  issued  August  31,  2010, 
which  contained  the  requirements  of  this 
amendment. 

Note  3:  The  subject  of  this  AD  is  addressed 
in  Transport  Canada  AD  No.  CF-2010-29, 
dated  August  26,  2010. 

Issued  in  Fort  Worth,  Texas,  on  November  * 
9,  2010. 

Kim  Smith, 

Manager,  Rotorcraft  Directorate,  Aircraft 
Certification  Service. 

[FR  Doc.  2010-29199  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4910-13-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

33  CFR  Part  165 

[Docket  No.  USCG-201 0-0999] 

RIN  1625-AAOO 

Safety  Zone;  Gulf  Intracoastal 
Waterway,  Mile  Marker  49.0  to  50.0, 
west  of  Harvey  Locks,  Bank  to  Bank, 
Bayou  Blue  Pontoon  Bridge,  Lafourche 
Parish,  LA 

agency:  Coast  Guard,  DHS. 

ACTION:  Temporary  Final  rule. 

SUMMARY:  The  Coast  Guard  is 
establishing  a  temporary  safety  zone  in 
the  Gulf  Intracoastal  Waterway 
extending  from  Mile  Marker  49.0  to 
Mile  Marker  50.0,  bank  to  bank.  West  of 
Harvey  Locks,  Lafourche  Parish,  LA. 

This  Safety  Zone  is  needed  to  protect 
the  general  public,  vessels,  and  tows 
from  destruction,  loss,  or  in}ury  due  to 
repairs  of  the  Bayou  Blue  Pontoon 
Bridge  and  associated  hazards. 

DATES:  This  rule  is  effective  in  the  CFR 
on  November  24,  2010  through  February 
28,  2011.  This  rule  is  effective  with 
actual  notice  for  purposes  of 
enforcement  on  October  28,  2010.  This 
rule  will  remain  in  effect  until  February 
28,2011. 

ADDRESSES:  Documents  indicated  in  this 
preamble  as  being  available  in  the 
docket  are  part  of  docket  USCG-2010- 
0999  and  are  available  online  by  going 
to  http://www.regulations.gov,  inserting 
used— 2010— 0999  in  the  “Keyword” 
box,  and  then  clicking  “Search.”  They 
are  also  available  for  inspection  or 
copying  at  the  Docket  Management 
Facility  (M-30),  U.S.  Department  of 
Transportation,  West  Building  Ground 
Floor,  Room  W12-140, 1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590, 
between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  Federal  holidays. 


FOR  FURTHER  INFORMATION  CONTACT:  If 

you  have  questions  on  this  temporary 
rule,  call  or  e-mail  Lieutenant  Junior 
Grade  (LTJG)  Barron  Lacy,  Coast  Guard; 
telephone  985-857-8507  ext.  232, 
e-mail  BaTron.K.Lacy@uscg.mil.  If  you 
have  questions  on  viewing  the  docket, 
call  Renee  V.  Wright,  Program  Manager, 
Docket  Operations,  telephone  202-366- 
9826. 

SUPPLEMENTARY  INFORMATION: 

Regulatory  Information 

The  Coast  Guard  is  issuing  this 
temporary  final  rule  without  prior 
notice  and  opportunity  to  comment 
pursuant  to  authority  under  section  4(a) 
of  the  Administrative  Procedure  Act 
(APA)  (5  U.S.C.  553(b)).  This  provision 
authorizes  an  agency  to  issue  a  rule 
without  prior  notice  and  opportunity  to 
comment  when  the  agency  for  good 
cause  finds  that  those  procedures  are 
“impracticable,  unnecessary,  or  contrary 
to  the  public  interest.”  Under  5  U.S.G. 
553(b)(B),  the  Coast  Guard  finds  that 
good  cause  exists  for  not  publishing  a 
notice  of  proposed  rulemaking  (NPRM) 
with  respect  to  this  rule  because 
publishing  a  NPRM  would  be 
impracticable,  as  immediate  action  is 
needed  to  protect  the  general  public, 
vessel  and  tows  from  hazards  associated 
with  the  repairs  of  the  Bayou  Blue 
Pontoon  Bridge,  Mile  Marker  49.8,  Gulf 
Intracoastal  Waterway,  West  of  Harvey 
Locks. 

Under  5  U.S.C.  553(d)(3),  the  Coast 
Guard  finds  that  good  cause  exists  for 
making  this  rule  effective  less  than  30 
days  after  publication  in  the  Federal 
Register.  Publishing  a  NPRM  and 
delaying  its  effective  date  would  be 
impracticable,  as  immediate  action  is 
needed  to  protect  the  general  public, 
vessel  and  tows  from  hazards  associated 
with  the  repairs  of  the  Bayou  Blue 
Pontoon  Bridge,  Mile  Marker  49.8,  Gulf 
Intracoastal  Waterway,  West  of  Harvey 
Locks. 

Background  and  Purpose 

The  Bayou  Blue  Pontoon  Bridge  on 
State  Route  316  across  the  Gulf 
Intracoastal  Waterway,  Mile  49.8  West 
of  Harvey  Lock,  near  Bourg,  Louisiana 
has  been  severely  damaged  as  the  result 
of  a  vessel  alliskm.  The  pontoon  barge 
has  been  secured  along  the  north  side  of 
the  waterway  and  protrudes 
approximately  30  feet  into  the 
navigational  channel.  Most  of  the  fender 
system  has  been  destroyed  or  has  been 
seriously  damaged.  As  a  result,  the 
bridge  must  be  repaired,  and  the  Coast 
Guard  is  establishing  a  safety  zone  to 
ensure  the  safety  of  persons  and  vessels 
due  to  the  hazards  during  this  time. 


Discussion  of  Rule 

The  Coast  Guard  is  establishing  a 
temporary  Safety  Zone  in  the  Gulf 
Intracoastal  Waterway  from  Mile  Marker 
49.0  to  50.0,  bank  to  bank,  West  of 
Harvey  locks.  The  temporary  Safety 
Zone  will  continue  from  November 
2010  through  February  28,  2011.  Vessels 
and  tows  may  not  enter  this  zone  unless 
authorized  by  the  Captain  of  the  Port 
Morgan  City. 

In  order  to  facilitate  repairs,  the 
following  waterway  closure  schedule 
will  be  implemented  Mondays  through 
Fridays  beginning  November  1,  2010 
and  continuing  through  the  end  of 
February,  2011,  at  the  following  times: 

6  a.m.  to  10:30  a.m. — Complete 
closure  with  the  exception  of  small  tows 
less  than  40  feet  wide  and  small  boats. 

10:30  a.m.  to  1:30  p.m. — Open  to  all 
tows  with  eastbound  traffic  allowed  to 
transit  first,  followed  by  westbound 
traffic. 

1:30  p.m.  to  6  p.m. — Complete  closure 
with  the  exception  of  small  tows  less 
than  40  feet  and  small  boats.  Outside  of 
the  above  closure  times  and  on 
weekends,  mariners  will  be  able  to 
transit  through  the  work  zone 
unrestricted.  Additionally,  no  waterway 
restrictions  will  occur  during  the 
following  holidays:  Thanksgiving 
holidays  (November  25  through  28, 
2010);  Christmas  Holidays  (December  24 
through  26,  2010)  and  New  Year’s 
Holidays  (December  31,  2010  through 
January  2,  2011).  Diving  operations  will 
be  conducted  throughout  the  repair 
operation.  All  mariners  are  to  contact 
the  bridge  on  VHF-FM  Channel  13  or  at 
telephone  985-857-3666  in  advance  of 
arriving  at  the  bridge  for  clearance  and 
passing  instructions.  Mariners  may  also 
contact  the  attendant  tug,  M/V  MISS 
DIXIE  on  VHF-FM  Channel  1 3 .  Once  ’ . 
cleared  for  passage,  mariners  should 
exercise  extreme  caution  and  transiting 
through  the  bridge  at  slowest  safe  speed. 

Regulatory  Analyses 

We  developed  this  rule  after 
considering  numerous  statutes  and 
executive  orders  related  to  rulemaking. 
Below  we  summarize  our  analyses 
based  on  13  of  these  statutes  or 
executive  orders. 

Regulatory  Planning  and  Review 

This  rule  is  not  a  significant 
regulatory  action  under  section  3(f)  of 
Executive  Order  12866,  Regulatory 
Planning  and  Review,  and  does  not 
require  an  assessment  of  potential  costs 
and  benefits  under  section  6(a)(3)  of  that 
Order.  The  Office  of  Management  and 
Budget  has  not  reviewed  it  under  that 
Order. 
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This  rule  will  only  be  in  effect  for  a 
short  period  of  time  and  notifications  to 
the  marine  community  will  be  made 
through  broadcast  notice  to  mariners 
and  Local  Notice  to  Mariners.  The 
impacts  on  routine  navigation  are 
expected  to  be  minimal. 

Small  Entities 

Under  the  Regulatory  Flexibility  Act 
(5  U.S.C.  601-612),  we  have  considered 
whether  this  rule  would  have  a 
significant- economic  impact  on  a 
substantial  number  of  small  entities. 

The  term  “small  entities”  comprises 
small  businesses,  not-for-profit 
organizations  that  are  independently 
owned  and  operated  and  are  not 
dominant  in  their  fields,  and 
governmental  jurisdictions  with 
populations  of  less  than  50,000. 

The  Coast  Guard  certifies  under  5 
U.S.C.  605(b)  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 

This  rule  will  affect  the  following 
entities,  some  of  which  may  be  small 
entities:  The  owners  or  operators  of 
vessels  intending  to  transit  through  the 
Safety  Zone  from  01  NOV,  2010  through 
28  FEB,  2011.  This  Safety  Zone  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities 
because  this  rule  will  be  in  effect  for 
only  a  short  period  of  time. 

If  you  are  a  small  business  entity  and 
are  significantly  affected  by  this 
regulation,  please  contact  LTJG  Barron 
Lacy,  Marine  Safety  Unit  Houma,  at 
985-857-8507  ext.  232. 

Assistance  for  Small  Entities 

Under  section  213(a)  of  the  Small 
Business  Regulatory’  Enforcement 
Fairness  Act  of  1996  (Pub.  L.  104-121), 
we  offer  to  assist  small  entities  in 
understanding  the  rule  so  that  they  can 
better  ev’aluate  its  effects  on  them  and 
participate  in  the  rulemaking  process. 

Small  businesses  may  send  comments 
on  the  actions  of  Federal  employees 
who  enforce,  or  otherwise  determine  - 
compliance  with.  Federal  regulations  to 
the  Small  Business  and  Agriculture 
Regulatory  Enforcement  Ombudsman 
and  the  Regional  Small  Business 
Regulatory  Fairness  Boards.  The 
Ombudsman  evaluates  these  actions 
annually  and  rates  each  agency’s 
responsiveness  to  small  business.  If  you 
wish  to  comment  on  actions  by 
employees  of  the  Coast  Guard,  call  1- 
888-REG-FAIR  (1-888-734-3247).  The 
Coast  Guard  will  not  retaliate  against 
small  entities  that  question  or  complain 
about  this  rule  or  any  policy  or  action 
of  the  Coast  Guard. 


Collection  of  Information 

This  rule  calls  for  no  new  collection 
of  information  under  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3501- 
3520). 

Federalism 

A  rule  has  implications  for  federalism 
under  Executive  Order  13132, 
Federalism,  if  it  has  a  substantial  direct 
effect  on  State  or  local  governments  and 
would  either  preempt  State  law  or 
impose  a  substantial  direct  cost  of 
compliance  on  them.  We  have  analyzed 
this  rule  under  that  Order  and  have 
determined  that  it  does  not  have 
implications  for  federalism 

Unfunded  Mandates  Reform  Act 

The  Unfunded  Mandates  Reform  Act 
of  1995  (2  U.S.C.  1531-1538)  requires 
Federal  agencies  to  assess  the  effects  of 
their  discretionary  regulatory  actions.  In 
particular,  the  Act  addresses  actions 
that  may  result  in  the  expenditure  by  a 
State,  local,  or  tribal  government,  in  the 
aggregate,  or  by  the  private  sector  of 
$100,000,000  (adjusted  for  inflation)  or 
more  in  any  one  year.  Though  this  rule 
will  not  result  in  such  an  expenditure, 
we  do  discuss  the  effects  of  this  rule 
elsewhere  in  this  preamble. 

Taking  of  Private  Property 

This  rule  will  not  cause  a  taking  of 
private  property  or  otherwise  have 
taking  implications  under  Executive 
Order  12630,  Governmental  Actions  and 
Interference  with  Constitutionally 
Protected  Property  Rights. 

Civil  Justice  Reform 

This  rule  meets  applicable  standards 
in  sections  3(a)  and  3(b)(2)  of  Executive 
Order  12988,  Civil  Justice  Reform,  to 
minimize  litigation,  eliminate 
ambiguity,  and  reduce  burden. 

Protection  of  Children 

We  have  analyzed  this  rule  under 
Executive  Order  13045,  Protection  of 
Children  from  Environmental  Health 
Risks  and  Safety  Risks.  This  rule  is  not 
an  economically  significant  rule  and 
does  not  create  an  environmental  risk  to 
health  or  risk  to  safety  that  may 
disproportionately  affect  children. 

Indian  Tribal  GovernmeAts 

This  rule  does  not  have  tribal 
implications  under  Executive  Order 
13175,  Consultation  and  Coordination 
with  Indian  Tribal  Governments, 
because  it  does  not  have  a  substantial 
direct  effect  on  one  or  more  Indian 
tribes,  on  the  relationship  between  the 
Federal  Government  and  Indian  tribes, 
or  on  the  distribution  of  power  and 


responsibilities  between  the  Federal 
Government  and  Indian  tribes. 

Energy  Effects 

We  have  analyzed  this  rule  under 
Executive  Order  13211,  Actions 
Concerning  Regulations  That 
•  Significantly  Affect  Energy  Supply, 
Distribution,  or  Use.  We  have 
determined  that  it  is  not  a  “significant 
energy  action”  under  that  order  because 
it  is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866  and  is  not 
likely  to  have  a  significant  adverse  effect 
on  the  supply,  distribution,  or  use  of 
energy.  The  Administrator  of  the  Office 
of  Information  and  Regulatory  Affairs 
has  not  designated  it  as  a  significant 
energy  action.  Therefore,  it  does  not 
require  a  Statement  of  Energy  Effects 
under  Executive  Order  13211. 

Technical  Standards 

The  National  Technology  Transfer 
and  Advancement  Act  (NTTAA)  (15 
U.S.C.  272  note)  directs  agencies  to  use 
voluntary  consensus  standards  in  their 
regulatory  activities  unless  the  agency 
provides  Congress,  through  the  Office  of 
Management  and  Bu  Jget,  with  an 
explanation  of  why  using  these 
standards  would  be  inconsistent  with 
applicable  law  or  otherwise  impractical. 
Voluntary  consensus  standards  are 
technical  standards  (e.g.,  specifications 
of  materials,  performance,  design,  or 
operation;  test  methods;  sampling 
procedures;  and  related  management 
systems  practices)  that  are  developed  or 
adopted  by  voluntary  consensus 
standards  bodies. 

This  rule  does  not  use  technical 
standards.  Therefore,  we  did  not 
consider  the  use  of  voluntary  consensus 
standards. 

Environment 

We  have  analyzed  this  rule  under 
Department  of  Homeland  Security 
Management  Directive  023-01  and 
Commandant  Instruction  M16475.1D, 
which  guide  the  Coast  Guard  in 
complying  with  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  (42  U.S.C.  4321-4370f),  and 
have  concluded  this  action  is  one  of  a 
category  of  actions  which  do  not 
individually  or  cumulatively  have  a 
significant  effect  on  the  human 
environment.  This  rule  is  categorically 
excluded,  under  figure  2-1,  paragraph 
(34)(g),  of  the  Instruction.  This  rule 
involves  an  emergency  situation  and 
will  be  in  effect  for  over  one  week,  but 
is  not  expected  to  result  in  any 
significant  adverse  environmental 
impact  as  described  in  NEPA. 

An  environmental  analysis  checklist 
and  a  categorical  exclusion 


Federal  Register /Vpl.  75,  No.  226/ Wednesday,  November  24,  2010 /Rules  and  Regulations  71545 


determination  will  be  provided  and 
made  available  at  the  docket  as 
indicated  in  the  ADDRESSES  section. 

List  of  Subjects  in  33  CFR  Part  165 

Harbors,  Marine  safety.  Navigation 
(water).  Reporting  and  recordkeeping 
requirements,  Security  measures. 
Waterways. 

■  For  the  reasons  discussed  in  the 
preamble,  the  Coast  Guard  amends  33 
CFR  part  165  as  follows: 

PART  165— REGULATED  NAVIGATION 
AREAS  AND  LIMITED  ACCESS  AREAS 

■  1.  The  authority  citation  for  part  165 
continues  to  read  as  follows: 

Authority:  33  U.S.C.  1226, 1231;  46  U.S.C. 
Chapter  701,  3306,  3703;  50  U.S.C.  191,  195; 

33  CFR  1.05-l(g),  6.04-1,  6.04-6,  and  160.5; 
Pub.  L.  107-295,  116  Stat.  2064;  Department 
of  Homeland  Security  Delegation  No.  0170.1. 

■  2.  Add  §  165.T08-0999  to  read  as 
follows: 

§  1 65.T08-0999  Safety  Zone;  Gulf 
Intracoastal  Waterway,  Mile  Marker  49.0  to 
Mile  Marker  50.0,  West  of  Harvey  Locks, 
bank  to  bank,  Lafourche  Parish,  LA. 

(a)  Enforcement  areas.  Gulf 
Intracoastal  Waterway,  Mile  Marker  49.0 
to  Mile  Marker  50.0,  West  of  Harvey 
Locks,  bank  to  bank,  Lafourche  Parish, 
LA. 

(b)  Enforcement  times.  This  safety 
zone  will  be  enforced  at  the  following 
times: 

(1)  6  a.m.  to  10:30  a.m. — Complete 
closure  with  the  exception  of  small  tows 
less  than  40  feet  wide  and  sniall  boats. 

(2)  10:30  a.m.  to  1:30  p.m. — Open  to 
all  tows  with  eastbound  traffic  allowed 
to  transit  first,  followed  by  westbound 
traffic. 

(3)  1:30  p.m.  to  6. p.m. — Complete 
closure  with  the  exception  of  small  tows 
less  than  40  feet  and  small  boats. 

(4)  Outside  of  the  above  closure  times 
and  on  weekends,  mariners  will  be  able 
to  transit  through  the  work  zone 
unrestricted.  Additionally,  no  waterway 
restrictions  will  occur  during  the 
following  holidays:  Thanksgiving 
holidays  (November  25  through  28, 
2010);  Christmas  Holidays  (December  24 
through  26,  2010)  and  New  Year’s 
Holidays  (December  31,  2010  through 
January  2,  2011). 

(b)  Effective  date.  This  rule  is  effective 
from  October  28,  2010,  through 
February  28,  2011. 

(c)  Regulations.  (1)  In  accordance  with 
the  general  regulations  in  §  165.33  of 
this  part,  entry  into  this  zone  is 
prohibited  unless  authorized  by  the 
Captain  of  the  Port  Morgan  City. 

(2)  Vessels  requiring  entry  into  or 
passage  through  the  Safety  Zone  must 


request  permission  from  the  Captain  of 
the  Port  Morgan  City,  or  a  designated 
representative.  They  may  be  contacted 
on  VHF  Channel  13  or  16,  or  by 
telephone  at  (985)  857-8507. 

(3)  All  persons  and  vessels  shall 
comply  with  the  instructions  of  the 
Captain  of  the  Port  Morgan  City  and 
designated  on-scene  patrol  personnel. 
On-scene  patrol  personnel  include 
commissioiied,  warrant,  and  petty 
officers  of  the  U.S.  Coast  Guard. 

Dated:  October  28,  2010. 

J.C.  Burton, 

Captain,  U.S.  Coast  Guard,  Captain  of  the 
Port  Morgan  City,  Louisiana. 

[FR  Doc.  2010-29670  Filed  11-23-10;  8:45  am] 
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NATIONAL  ARCHIVES  AND  RECORDS 
ADMINISTRATION 

36  CFR  Parts  1253, 1254,  and  1280 
[NARA-1 0-0004] 

RIN  3095-AB68 

Changes  to  NARA  Facilities’  Hours  of 
Operation 

agency:  National  Archives  and  Records 
Administration. 

ACTION:  Final  rule. 

SUMMARY:  The  National  Archives  and 
Records  Administration  (NARA)  is 
changing  its  regulations  that  provide 
NARA  facilities’  hours  of  operation. 
NARA  facilities’  hours  of  operation  will 
no  longer  be  listed  in  the  Code  of 
Federal  Regulations  (CFR).  Further, 
NARA  offices  must  follow  specific 
procedures  when  changing  facilities’ 
hours  of  operation.  These  procedures 
provide  the  public  with  advance  notice 
of  any  proposed  changes  in  hours  and 
will  include  justification  for  the  change 
in  writing.  Note  that  there  are  no 
proposed  changes  to  hours  of  operation 
at  any  NARA  facility  at  this  time. 

DATES:  This  rule  is  effective  December 
27,  2010. 

FOR  FURTHER  INFORMATION  CONTACT: 

Stuart  Culy  on  (301)  837-0970  or  Laura 
McCarthy  on  (301)  837-3023. 
SUPPLEMENTARY  INFORMATION:  On 
September  8,  2010,  NARA  published  a 
proposed  rule  in  the  Federal  Register 
(75  FR  54543)  for  a  60-day  public 
comment  period.  This  proposed  rule 
changed  NARA’s  regulations  for 
providing  NARA  facilities’  hours  of 
operation  and  established  procedures 
which  NARA  offices  must  follow  when 
changing  facilities’  hours  of  operation. 
The  public  comment  period  closed  on 
November  8,  2010.  NARA  received  no 
comments. 


This  proposed  rule  is  not  a  significant 
regulatory  action  for  the  purposes  of 
Executive  Order  12866  and  has  not  been 
reviewed  by  the  Office  of  Management 
and  Budget.  As  required  by  tbe 
Regulatory  Flexibility  Act,  I  certify  that 
this  rule  will  not  have  a  significant 
impact  on  a  substantial  number  of  small 
entities  because  it  affects  Federal 
agencies  and  individual  researchers. 

This  regulation  does  not  have  any 
federalism  implications. 

List  of  Subjects  in  36  CFR  Parts  1253, 
1254  and  1280 

Archives  and  records.  Buildings  and 
facilities. 

■  For  the  reasons  set  forth  in  the 
preamble,  NARA  amends  36  CFR  parts 
1253,  1254  and  1280  to  read  as  follows: 

■  1.  Revise  part  1253  to  read  as  follows: 

PART  1253— LOCATION  OF  NARA 
FACILITIES  AND  HOURS  OF  USE 

Sec. 

1253.1  National  Archives  Building. 

1253.2  National  Archives  at  College  Park. 

1253.3  Presidential  Libraries. 

1253.4  Washington  National  Records 
Center. 

1253.5  National  Personnel  Records  Center. 

1253.6  Records  Centers. 

1253.7  Regional  Archives. 

’1253.8  Federal  Register. 

1253.9  Federal  Holidays. 

1253.10  Notification  Process  for  Changes  in 
Hours. 

Authority:  44  U.S.C.  2104(a). 

§1253.1  National  Archives  Building. 

The  National  Archives  Building  is 
located  at  700  Pennsylvania  Avenue, 
NW.,  Washington,  DC  20408.  Hours  for 
the  Research  Center  and  the  Central 
Research  Room  are  posted  at  http:// 
H'ww.archives.gov.  The  exhibit  areas’ 
hours  of  operation  are  also  posted  at 
http://www.archives.gov.  Last  admission 
to  the  exhibit  areas  of  the  building  will 
be  no  later  than  30  minutes  before  the  ■ 
stated  closing  hour.  The  phone  number 
for  the  National  Archives  Building  is 
202-357-5000. 

§  1 253.2  National  Archives  at  College  Park. 

The  National  Archives  at  College  Park 
is  located  at  8601  Adelphi  Road,  College 
Park,  MD  20740-6001.  Hours  for  the 
Research  Center  are  posted  at  http:// 
www.archives.gov.  The  phone  number 
for  the  Research  Center  is  800-234- 
8861. 

§1253.3  Presidential  Libraries. 

Hours  for  the  Presidential  libraries’ 
research  rooms  are  posted  at  http:// 
wwnv.archives.gov.  The  Presidential 
library  museums  are  open  every  day  ‘ 
except  Thanksgiving,  December  25,  and 
January  1  (with  the  exception  of  the 
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Lyndon  Baines  Johnson  Library  which 
is  only  closed  December  25).  For  more 
specific  information  about  museum 
hours,  please  contact  the  libraries 
directly  or  visit  the  NARA  Web  site  at 
http://www.archives.gov.  Contact 
information  for  each  library  is  as 
follows: 

(a)  Herbert  Hoover  Library  is  located 
at  210  Pcirkside  Dr.,  West  Branch,  lA 
(mailing  address:  P.O.  Box  488,  West 
Branch,  lA  52358-0488).  The  phone 
number  is  319-643-5301  and  the  fax 
number  is  319-643-6045.  The  e-mail 
address  is  hoover.library@nara.gov. 

(b)  Franklin  D.  Roosevelt  Library  is 
located  at  4079  Albany  Post  Rd.,  Hyde 
Park,  NY  12538-1999!  The  phone 
number  is  800-FDR-VISIT  or  845—486- 
7770  and  the  fax  number  is  845—486- 
1147.  The  e-mail  address  is 
roosevelt.library@nara.gov. 

(c)  Harry  S.  Truman  Library  is  located 
at  500  W.  U.S.  Hwy  24,  Independence, 
MO  64050-1798.  The  phone  number  is 
800-833-1225  or  816-268-8200  and  the 
fax  number  is  816-268-8295.  The 
e-mail  address  is 

truman  .Iibrary@nara  .gov. 

(d)  Dwight  D.  Eisennower  Library  is 
located  at  200  SE.  Fourth  Street, 

Abilene,  KS  67410-2900.  The  phone 
number  is  877-RING-IKE  or  785-263- 
4751  and  the  fax  number  is  785-263- 
6718.  The  e-mail  address  is 
eisenhower.library@nara.gov. 

(e)  John  Fitzgerald  Kennedy  Library  is 
located  at  Columbia  Point,  Boston,  MA 
02125-3398.  The  phone  number  is  866- 
JFK-1960  or  617-514-1600  and  the  fax 
number  is  617-514-1652.  The  e-mail 
address  is  kennedy.library@nara.gov. 

(f)  Lyndon  Baines  Johnson  Library 
and  Museum  is  located  at  2313  Red 
River  St.,  Austin,  TX  78705-5702.  The 
phone  number  is  512-721-0200  and  the 
fax  number  is  512-721-0170.  The 
e-mail  address  is 
johnson.library@nara  .gov. 

(g)  Richard  Nixon  Library,  California 
is  located  at  18001  Yorba  Linda 
Boulevard,  Yorba  Linda,  CA  92886- 
3903.  The  phone  number  is  714-983- 
9120  and  the  fax  number  is  714-983- 
9111.  The  e-mail  address  is 
nixon@nara.gov.  Richard  Nixon  Library, 
Maryland  is  located  at  8601  Adelphi 
Road,  College  Park,  MD  20740-6001. 
The  phone  number  is  301-837-3290 
and  the  fax  number  is  301-837-3202. 
The  e-mail  address  is  nixan@nara.gov. 

(h)  Gerald  R.  Ford  Library  is  located 
at  1000  Beal  Avenue,  Ann  Arbor,  MI 
48109-2114.  The  phone  number  is  734- 
205-0555  and  the  fax  number  is  734- 
205-0571.  The  e-mail  address  is 
ford.library@nara.gov.  Gerald  R.  Ford 
Museum  is  located  at  303  Pearl  St., 
Grand  Rapids,  MI  49504-5353.  The 


phone  number  is  616-254-0400  and  the 
fax  number  is  616-254-0386.  The  e- 
mail  address  is  ford.museum@nara.gov. 

(i)  Jimmy  Carter  Library  is  located  at 
441  Freedom  Parkway,  Atlanta,  GA 
30307-1498.  The  phone  number  is  404- 
865-7100  and  the  fax  number  is  404- 
865-7102.  The  e-mail  address  is 
carter.Iibrary@nara.gov. 

(j)  Ronald  Reagan  Library  is  located  at 
40  Presidential  Dr.,  Simi  Valley,  CA 
93065-0699.  The  phone  number  is  800- 
410-8354  or  805-577-4000  and  the  fax 
number  is  805-577—4074.  The  e-mail 
address  is  reagan.Iibrary@nara.gov. 

(k)  George  Bush  Library  is  located  at 
1000  George  Bush  Drive  West,  College 
Station,  TX  77845.  The  phone  number 
is  979-691—4000  and  the  fax  number  is 
979-691—4050.  The  e-mail  address  is 
bush.library@nara.gov. 

(l)  William  J.  Clinton  Library  is 
located  at  12 00.  President  Clinton 
Avenue,  Little  Rock,  AR  72201.  The 
phone  number  is  501-374—4242  and  the 
fax  number  is  501-244-2883.  The 
e-mail  address  is 

Clinton .  Iibrary@nara  .gov. 

§1253.4  Washington  National  Records 
Center. 

Washington  National  Records  Center 
is  located  at  4205  Suitland  Road, 
Suitland,  MD  (mailing  address: 
Washington  National  Records  Center, 
4205  Suitland  Road,  Suitland,  MD, 
20746-8001).  The  hours  are  posted  at 
http://www.archives.gov.  The  phone 
number  is  301-778-1600. 

§1253.5  National  Personnel  Records 
Center. 

(a)  Military  Personnel  Records. 

NARA — National  Personnel  Records 
Center — Military  Personnel  Records  is 
located  at  9700  Page  Ave.,  St.  Louis,  MO 
63132-5100.  The  hours  are  posted  at 

h  Up :// WWW. archives. gov. 

(b)  Civilian  Personnel  Records. 

NARA — National  Personnel  Records 
Center — Civilian  Personnel  Records  is 
located  at  111  Winnebago  St.,  St.  Louis, 
MO  63118—4199.  The  hours  are  posted 
at  http://www.archives.gov. 

§  1 253.6  Records  Centers. 

Hours  for  records  center  research 
rooms  are  posted  at  http:// 
www.archives.gov.  Contact  information 
for  each  center  is  as  follows: 

(a)  NARA — Northeast  Region  (Boston) 
is  located  at  the  Frederick  C.  Murphy 
Federal  Center,  380  Trapelo  Rd., 
Waltham,  MA  02452-6399.  The 
telephone  number  is  781-663-0139. 

(b)  NARA — Northeast  Region 
(Pittsfield,  MA)  is  located  at  10  Conte 
Drive,  Pittsfield,  MA  02101.  The 
telephone  number  is  413-236-3600. 


(c)  NARA — Mid  Atlantic  Region 
(Northeast  Philadelphia)  is  located  at 
14700  Townsend  Rd.,  Philadelphia,  PA 
19154-1096.  The  telephone  number  is 
215-305-2000. 

(d)  NARA — Southeast  Region 
(Atlanta)  is  located  at  4712  Southpark 
Blvd.,  Ellenwood,  GA  30294.  The 
telephone  number  is  404-736—2820. 

(e)  NARA — Great  Lakes  Region 
(Dayton)  is  located  at  3150  Springboro 
Road,  Dayton,  OH  45439.  The  telephone 
number  is  937—425-0600. 

(f)  NARA — Great  Lakes  Region 
(Dayton-Miamisburg)  is  located  at  8801 
Kingsridge  Drive,  Dayton,  OH  45458. 

The  telephone  number  is  (937)  425- 
0601. 

(g)  NARA — Great  Lakes  Region 
(Chicago)  is  located  at  7358  S.  Pulaski 
Rd.,  Chicago,  IL  60629-5898.  The 
telephone  number  is  773-948-9000. 

(h)  NARA — Central  Plains  Region 
(Lee’s  Summit,  MO)  is  located  at  200 
Space  Center  Drive,  Lee’s  Summit,  MO 
64064-1182.  The-telephone  number  is 
816-823-6272. 

(i)  NARA — Central  Plains  Region 
(Lenexa)  is  located  at  17501  W.  98th 
Street,  Lenexa,  KS  66219.  The  telephone 
number  is  913-563-7600. 

(j)  NARA — Southwest  Region  (Fort 
Worth)  is  located  at  1400  John  Burgess 
Drive,  Fort  Worth,  Texas  76140.  The 
telephone  number  is  817-551-2000. 

(k)  NARA — Rocky  Mountain  Region 
(Denver)  is  located  at  Building  48, 
Denver  Federal  Center,  West  6th  Ave. 
and  Kipling  Street,  Denver,  CO  (mailing 
address:  P.O.  Box  25307,  Denver,  CO 
80225-0307).  The  telephone  number  is 
303-407-5700. 

(l)  NARA — Pacific  Region  (San 
Francisco)  is  located  at  1000 
Commodore  Dr.,  San  Bruno,  CA  94066- 
2350.  The  telephone  number  is  650- 
238-3500. 

(m)  NARA — Pacific  Region  (Riverside) 
is  located  at  23123  Cajalco  Road,  Perris, 
CA  92570-7298.  The  telephone  number 
is  951-956-2000. 

(n)  NARA — Pacific  Alaska  Region 
(Seattle)  is  located  at  6125  Sand  Point 
Way,  NE.,  Seattle,  WA  98115-7999.  The 
telephone  number  is  206-336-5115. 

§1253.7  Regional  Archives. 

Hours  for  regional  archives  research 
rooms,  including  extended  hours  for 
microfilm  research  only,  are  posted  at 
http://www.archives.gov.  Contact 
information  for  each  regional  archives 
facility  is  as  follows: 

(a)  The  National  Archives  at  Boston  is 
located  in  the  Frederick  C.  Murphy 
Federal  Center,  380  Trapelo  Rd., 
Waltham,  MA  02452.  The  telephone 
number  is  781-663-0144  or  Toll  Free 
1-866-406-2379.  The  National 
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Archives  at  Bo.ston,  Pittsfield  Annex  is 
located  at  10  Conte  Drive,  Pittsfield,  MA 
01201-8230.  The  telephone  number  is 
413-236-3600. 

(b)  The  National  Archives  at  New 
York  City  is  located  at  201  Varick  St., 

New  York,  NY  10014-4811  (entrance  is 
on  Houston  Street,  between  Varick  and 
Hudson).  The  telephone  number  is  212- 
401-1620  or  Toll  Free  1-866-840-17.52. 

(c)  The  National  Archives  at 
Philadelphia  is  (pcated  at  the  Robert 
N.C.  Nix  Federal  Building,  900  Market 
St.,  Philadelphia,  PA  19107-4292 

.  (entrance  is  on  Chestnut  Street  between 
9th  and  10th  Streets).  The  telephone 
number  is  215—606—0100. 

(d)  The  National  Archives  at  Atlanta 
is  located  a*  5780  Jonesboro  Road, 
Morrow,  GA  30260.  The  telephone 
number  is  770—968—2100. 

(e)  The  National  Archives  at  Chicago 
is  located  at  7358  S.  Pulaski  Rd., 

Chicago,  IL  60629-5898.  The  telephone 
number  is  773-948-9000; 

(f)  The  National  Archives  at  Kansas 
City  is  located  at  400  West  Pershing 
Road,  Kansas  City,  MO  64108.  The 
telephone  number  is  816-268-8000. 

(g)  The  National  Archives  at  Fort 
Worth  is  located  at  501  West  Felix  St., 
Bldg.  1,  Dock  1,  Fort  Worth,  TX  (mailing 
address:  P.O.  Box  6216,  Fort  Worth,  TX, 
76115-0216).  The  telephone  number  is 
817-334-5525. 

(h)  The  National  Archives  at  Denver; 
The  textual  research  room  is  located  at . 
Building  48,  Denver  Federal  Center, 

West  6th  Ave.  and  Kipling  Street, 

Denver,  CO.  The  telephone  number  is 
303-407-5740.  The  microfilm  research 
room  is  located  at  Building  46,  Denver 
Federal  Center,  West  6th  Ave.  and 
Kipling  Street,  Denver,  CO.  (mailing 
address:  P.O.  Box  25307,  Denver,  CO 
80225-0307).  The  telephone  number  is 
303-407-5751. 

(i)  The  National  Archives  at  Riverside 
is  located  at  23123  Cajalco  Road,  Perris, 
CA  92570-7298.  The  telephone  number 
is  951-956-2000. 

'  (j)  The  National  Archives  at  San 
Francisco  is  located  at  1000  Commodore 
Dr.,  San  Bruno,  CA  94066-2350.  The 
telephone  number  is  650-238-3501. 

(k)  The  National  Archives  at  Seattle  is 
located  at  6125  Sand  Point  Way,  NE., 
Seattle,  WA  98115-7999.  The  telephone 
number  is  206-336-5115. 

(l)  The  National  Archives  at 
Anchorage  is  located  at  654  West  Third 
Avenue,  Anchorage,  AK  99501-2145. 
The  telephone  number  is  907-261- 
7820. 

(m)  The  National  Archives  at  St. 

Louis,  the  National  Personnel  Records 
Center  archival  research  room  is  located 
at  9700  Page  Ave.,  St.  Louis,  MO  63132- 


5100.  The  telephone  number  is  314- 
801-9195. 

§  1 253.8  Federal  Register. 

The  location  and  business  hours  of 
the  Office  of  the  Federal  Register  are 
posted  at  http://iV'ww.arcbives.gov,  and 
codified  in  1  CFR  2.3. 

§1253.9  Federal  holidays. 

(a)  NARA  research  rooms  are  closed 
on  all  Federal  holidays. 

(b)  The  exhibit  areas  in  the  National 
Archives  Building  are  closed  on 
Thanksgiving  and  December  25. 

(c)  The  Presidential  library  museums  • 
are  open  every  day  except 
Thanksgiving,  December  25,  and 
January  1  (with  the  exception  of  the 
Lyndon  Baines  Johnson  Library  which 

is  only  closed  December  25). 

§  1 253.1 0  Notification  process  for  changes 
in  hours. 

(a)  NARA  will  follow?  the  procedure 
found  in  §  1253.10(c)  when  proposing  to 
change  hours  of  operations  for  research 
rooms,  exhibit  areas  and  museums, 
except  as  noted  in  §  1253.10(d). 

(b)  Changing  hours  of  operations  for 
research  rooms,  exhibit  areas  and 
museums  may  not  be  arbitrary. 

Proposed  changes  must  be  documented 
by  evidence  of  a  business  need  to 
change  the  hours  of  operation. 

(c)  The  notification  process  must 
proceed  as  follows: 

(1)  Post  a  notice  on  http:// 
www.archives.gov. 

■  (2)  Post  notices  in  areas  visible  to  the 
public  in  their  research  room,  exhibit 
areas  or  museum. 

(3)  Issue  a  press  release,  e-mail 
notification,  or  other  means  normally 
used  by  that  unit  to  notify  the  public  of 
events  at  their  location. 

(4)  These  notices  will  provide  written 
determination  justifying  the  change  in 
hours. 

(d)  In  the  event  that  emergency 

changes  to  hours  of  operations  for 
research  rooms,  exhibit  areas  and 
museums’  are  necessary,  including  but 
not  limited  to  inclement  weather,  NARA 
units  will  give  as  much  advance  notice 
to  the  public  as  possible.  Emergency 
notification  will  be  posted  at  http:// 
ww^v. archives. gov.  ^ 

PART  1254— USING  RECORDS  AND 
DONATED  HISTORICAL  MATERIALS 

■  2.  The  authority  citation  for  part  1254 
continues  to  read  as  follows: 

Authority:  44  U.S.C.  2104(a) 

■  3.  Amend  §  1254.4  by  revising 
paragraph  (b)  to  read  as  follows: 


§  1254.4  Where  and  when  are  documents 
available  to  me  for  research?. 

*  *  *  *  *  * 

(b)  The  locations  of  NARA’s  research 
rooms  are  shown  in  part  1253  of  this 
chapter.  Hours  for  research  rooms  are 
posted  at  http://www.archives.gov. 
Contact  our  facilities  directly  for 
information  about  their  particular 
holdings.  A  facility  or  unit  director  may 
authorize  that  documents  be  made 
available  at  times  other  than  the  times 
specified. 

***** 

PART  1280— USE  OF  NARA 
FACILITIES 

■  4.  The  authority  citation  for  part  1280 
continues  to  read  as  follows: 

Authority:  44  U.S.C.  2104(a) 

■  5.  Revise  §  1280.62  to  read  as  follows: 

§  1 280.62  When  are  the  exhibit  areas  in  the 
National  Archives  Building  open? 

(a)  The  exhibit  areas’  hours  of 
operation  are  posted  at  http:// 
www.archives.gov.  Last  admission  to  the 
exhibit  areas  of  the  building  will  be  no 
later  than  30  minutes  before  the  stated 
closing  hour.  The  Archivist  of  the 
United  States  reserves  the  authority  to 
close  the  exhibit  areas  to  the  public  at 
any  time  for  special  events  or  other 
purposes,  t  he  building  is  closed  on 
Thanksgiving  and  December  25. 

■  6.  Revise  §  1280.92(a)  to  read  as 
follows: 

§  1280.92  When  are  the  Presidential 

library  museums  open  to  the  public? 

(a)  The  Presidential  library  museums 
are  open  every  day  except 
Thanksgiving,  December  25,  and 
January  1  (with  the  exception  of  the 
Lyndon  Baines  Johnson  Library  which 
is  only  closed  December  25).  For  more 
specific  information  about  museum 
hours,  please  contact  the  libraries 
directly  or  visit  the  NARA  Web  site  at 
http://www.archives.gov.  Hours  for  the 
Presidential  libraries’  research  rooms 
are  also  posted  at  http:// 
www.archives.gov. 

*  .  *  *  *  * 

Dated:  November  16,  2010. 

Adrienne  C.  Thomas, 

Deputy  Archivist  of  the  United  States. 

IFR  Doc.  2010-29468  Filed  11-23-10;  8:45  am] 
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POSTAL  SERVICE 
39  CFR  Partin 

Clarification  of  the  Post  Office  Box 
Lock  Replacement  Fee 

agency:  Postal  Service™. 

ACTION:  Final  rule. 

SUMMARY:  The  Postal  Service  will  revise 
Mailing  Standards  of  the  United  States 
Postal  Service,  Domestic  Mail  Manual 
(DMM®)  508.4.8.4  to  clarify  the 
applicability  of  the  lock  replacement  fee 
for  Post  Office’’''^  boxes  to  reflect  current 
practice. 

DATES:  January  2,  2011. 

FOR  FURTHER  INFORMATION  CONTACT:  Nan 
McKenzie  at  202-268-3089  or  David 
Rubin  at  202-268-2986. 

SUPPLEMENTARY  INFORMATION:  On  July  9, 
2010,  the  Federal  Register  published 
the  Postal  Service  proposed  rule.  New 
Standards  for  Domestic  Mailing  Senices 
(75  FR  39477-39492).  The  applicability 
of  the  lock  replacement  fee  for  Post 
Office  (PO)  Boxes  was  included  in  this 
proposed  rule. 

Current  DMM  standards  require 
payment  of  the  lock  replacement  fee 
when  a  customer  requests  that  the  lock 
be  changed.  The  Postal  Service  also 
applies  this  fee  when  customers  renew 
PO  Box™  service  more  than  10  days 
after  the  renewal  due  date.  This 
provides  an  incentive  for  customers  to 
pay  their  PO  Box  rental  fee  on  time.  For 
those  customers  who  do  not  renew  until 
after  the  10-day  grace  period,  the  Postal 
Service  often  changes  the  lock  or  incurs 
other  related  costs,  such  as  plugging  the 
lock  and  bundling  and  holding  mail 
separately  for  the  owner  of  the  PO  Box. 
The  lock  replacement  fee  is  treated  as  a 
late  payment  fee,  even  in  those  cases  in 
which  the  Postal  Service  does  not 
actually. change  the  lock. 

No  customer  comments  were  received 
regarding  the  July  9,  2010  proposed 
rule. 

The  Postal  Service  hereby  adopts  the 
following  changes  to  the  Mailing 
Services  of  the  United  States  Postal 
Service,  Domestic  Mail  Manual  (DMM), 
which  is  incorporated  by  reference  i« 
the  Code  of  Federal  Regulations.  See  39 
CFR  111.1. 

List  of  Subjects  in  39  CFR  Part  111 

Administrative  practice  and 
procedure.  Postal  Service. 

■  Accordingly,  39  CFR  part  111  is 
amended  as  follows: 

PART  111— [AMENDED] 

■  1.  The  authority  citation  for  39  CFR 
part  111  continues  to  read  as  follows: 


Authority:  5  U.S.C.  552(a):  13  U.S.C  301- 
307;  18  U.S.C.  1692-1737;  39  U.S.C.  101, 

401,  403,  404,  414,  416,  3001-3011,  3201- 
3219, 3403-3406,  3621,  3622,  3626,  3632, 
3633, and  5001. 

■  2.  Revise  the  following  sections  of 
Mailing  Standards  of  the  United  States 
Postal  Service,  Domestic  Mail  Manual 
(DMM),  as  follows: 

Mailing  Standards  of  the  United  States 
Postal  Service,  Domestic  Mail  Manual 
(DMM) 

***** 

500  Additional  Mailing  Services 
***** 

508  Recipient  Services 
***** 

4.0  Post  Office  Box  Service 
***** 

4.8  Keys  and  Locks 
***** 

4.8.4  Lock  Replacement 

[Revise  text  of  4.8.4  by  adding  the 
following  sentence  as  a  new  last 
sentence  as  follows:] 

*  *  *  The  lock  replacement  fee  also 
applies  as  a  late  payment  charge  when 
the  customer  renews  a  box  more  than  10 
days  after  the  renewal  due  date,  whether 
or  not  the  lock  is  actually  changed. 

*  *  .  *  *  * 

We  will  publish  an  appropriate 
amendment  to  39  CFR  part  111  to  reflect 
these  changes. 

Stanley  F.  Mires, 

Chief  Counsel,  Legislative. 

IFRDoc.  2010-29732  Filed  11-23-10;  8:45  am] 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 
[FRL-9230-6] 

Availability  of  Federally-Enforceable 
State  Implementation  Plans  for  All 
States 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice  of  availability. 

SUMMARY:  Section  110(h)  of  the  Clean 
Air  Act,  as  amended  in  1990  (the  “Act”), 
requires  EPA  by  November  15,  1995, 
and  every  three  years  thereafter,  to 
assemble  the  requirements  of  the 
Federally-enforceable  State 
Implementation  Plans  (SIPs)  in  each 
State  and  to  publish  notice  in  the 


Federal  Register  of  the  availability  of 
such  documents.  This  notice  of 
availability  fulfills  the  three-year 
requirement  of  making  these  SIP 
compilations  for  each  State  available  to 
the  public. 

DATES:  Effective  Date:  November  24, 

2010. 

ADDRESSES:  You  may  contact  the 
appropriate  EPA  Regional  Office 
regarding  the  requirements  of  the 
applicable  implementation  plans  for 
each  State  in  that  region.  The  list  below 
identifies  the  appropriate  regional  office 
for  each  state.  The  State  Implementation 
Plan  (SIP)  compilations  are  available  for 
public  inspection  during  normal 
business  hours  at  the  appropriate  EPA 
Regional  Office.  If  you  want  to  view 
these  documents,  you  should  make  an 
appointment  with  the  appropriate  EPA 
office  and  arrange  to  review  the  SIP  at 
a  mutually  agreeable  time. 

Region  1 :  Connecticut,  Maine, 
Massachusetts,  New  Hampshire,  Rhode 
Island,  and  Vermont. 

Regional  Contact:  Donald  Cooke  (617/ 
918-1668),  EPA,  Office  of  Ecosystem 
Protection,  5  Post  Office  Square — Suite 
100,  (Mail  code  OEP05-2),  Boston,  MA 
02109-3912 

See  also:  http://www.epa.gov/regionl/ 
topics/air/sips. html. 

Region  2:  New  Jersey,  New  York, 
Puerto  Rico,  and  Virgin  Islands. 

Regional  Contact:  Paul  Truchan  (212/ 
637-3711),  EPA,  A.ir  Programs  Branch, 
290  Broadway,  New  York,  NY  10007- 
1866. 

See  also:  http:/ /wnArw.epa.gov/ 
region02/air/sip/. 

Region  3:  Delaware,  District  of 
Columbia,  Maryland,  Pennsylvania, 
Virginia,  and  West  Virginia. 

Regional  Contact:  Harold  A. 

Frankford  (215/814-2108),  EPA,  Air 
Protection  Division  (3AP00),  1650  Arch 
Street,  Philadelphia,  PA  19103-2029. 

See  also:  http://yosemite.epa.gov/r3/ 
r3si ps.nsf/MidA  tIanticSIPsTopenform. 

Region  4:  Alabama,  Florida,  Georgia, 
Kentucky,  Mississippi,  North  Carolina, 
South  Carolina,  and  Tennessee. 

Regional  Contact:  Nacosta  Ward  (404/ 
562-9146),  EPA,  Air  Planning  Branch, 

61  Forsyth  Street,  SW.,  Atlanta,  GA 
30303.  ' 

See  also:  http://www.epa.gov/region4/ 
air/sips/. 

Region  5:  Illinois,  Indiana,  Michigan, 
Minnesota,  Ohio,  and  Wisconsin. 

Regional  Contacts:  Christos  Panos 
(312/353-8328),  EPA,  Air  and  Radiation 
Division  (AR-18J),  77  West  Jackson 
Boulevard,  Chicago,  IL  60604-3507. 

See  also:  http:/ /www .epa.gov/region 
OSair/sips/index.htmJ. 

Region  6:  Arkansas,  Louisiana,  New 
Mexico,  Oklahoma,  and  Texas. 
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Regional  Contact:  Bill  Deese  (214/ 
665-7253)  and  Carl  Young  (214/665- 
6645),  EPA,  Multimedia  Planning  and 
Permitting  Division,  Air  Planning 
Section  (6PD-L),  1445  Ross  Avenue, 
Suite  700,  Dallas,  TX  75202-2733. 

See  also:  http://www.epa.gov/ 
earthlr6/6pd/air/sip/sip.htm. 

Region  7:  Iowa,  Kansas,  Missouri,  and 
Nebraska. 

Regional  Contact:  Jan  Simpson  (913/ 
551-7089),  EPA,  Air  and  Waste  . 
Management  Division,  Air  Planning  and 
Development  Branch,  901  North  5th 
Street,  Kansas  City,  KS  66101. 

See  also:  http://www.epa.gov/ 

Tegion07 /programs/ artd/air /rules/ 
fedapprv.htm. 

Region  8:  Colorado,  Montana,  North 
Dakota,  South  Dakota,  Utah,  and 
Wyoming. 

Regional  Contact:  Kathy  Dolan  (303/ 
312-6142),  EPA,  Air  Program,  Office  of 
Partnership  and  Regulatory  Assistance, 
1595  Wynkoop  Street,  Denver,  CO 
80202-2466. 

See  also:  http://www.epa.gov/region8/ 
air/sip. html. 

Region  9:  Arizona,  California,  Hawaii, 
Nevada,  American  Samoa,  and  Guam. 

Regional  Contacts:  Cynthia  Allen 
(415/947-4120)  and  Lisa  Tharp  (415/ 
947-4142),  EPA,  Air  Division, 
Rulemaking  Office,  (AIR-4),  75 
Hawthorne  Street,  San  Francisco,  CA 
94105. 

See  also:  http://www'.epa.gov/region9/ 
air/sips/. 

Region  10:  Alaska,  Idaho,  Oregon,  and 
Washington. 

Regional  Contact:  Donna  Deneen 
(206/553-6706),  EPA,  Office  of  Air 
Waste  and  Toxics  (AWT-107),  1200 
Sixth  Avenue,  Suite  900,  Seattle,  WA 
98101-3140. 

See  also:  http://www.epa.gov/ 
rlOearth/sips.htm.  . 

FOR  FURTHER  INFORMATION  CONTACT: 
Donald  Cooke,  Air  Quality  Planning 
Unit,  U.S.  Environmental  Protection 
Agency,  EPA  New  England  Regional 
Office,  5  Post  Office  Square — Suite  100, 
(Mail  code  OEP05-2),  Boston,  MA 
02109-3912,  telephone  number  (617) 
918-1668,  fax  number  (617)  918-0668, 
e-mail  cooke.donald@epa.gov. 
SUPPLEMENTARY  INFORMATION: 

Table  of  Contents 

I.  Availability  of  SIP  Compilations 

II.  What  is  the  basis  for  this  document? 

III.  What  is  being  made  available  under  this 

document? 

IV.  What  are  the  documents  and  materials 

associated  with  the  SIP? 

V.  Background 

A.  Relationship  of  National  Ambient  Air 
Quality  Standards  (NAAQS)  to  SIPs 
*B.  What  is^a  state  implementation  plan? 


C.  What  does  it  mean  to  be  federally- 
enforceable? 

I.  Availability  of  SIP  Compilations 

This  notice  identifies  the  appropriate 
EPA  Regional  Offices  to  which  you  may 
address  questions  of  SIP  availability  and 
SIP  requirements.  In  response  to  the 
110(h)  requirement  following  the  1990 
Clean  Air  Act  Amendments,  the  first 
notice  of  availability  was  published  in 
the  Federal  Register  on  November  1, 

1995  at  60  FR  55459.  The  second  notice 
of  availability  was  published  in  the 
Federal  Register  on  November  18,  1998 
at  63  FR  63986.  The  third  notice  of 
availability  was  published  in  the 
Federal  Register  on  November  20',  2001 
at  66  FR  58070.  The  fourth  notice  of 
availability  was  published  in  the 
Federal  Register  on  December  22,  2004 
af  69  FR  76617.  The  fifth  notice  of 
availability  was  published  in  the 
Federal  Register  on  November  15,  2007 
at  72  FR  64158.  This  is  the  sixth  notice 
of  availability  of  the  compilations  of 
Federally-enforceable  State 
Implementation  Plans  for  each  state. 

In  addition,  information  on  the 
content  of  EPA-approved  SIPs  is 
available  on  the  Internet  through  the 
EPA  Regional  Web  sites.  Regional  Web 
site  addresses  for  Regional  information 
are  provided  in  the  regional  contacts  list 
above. 

II.  What  is  the  basis  for  this  document? 
Section  110(h)(1)  of  the  Clean  Air  Act 

mandates  that  not  later  than  5  years 
after  the  date  of  enactment  of  the  Clean 
Air  Act  Amendments  of  1990,  and  every 
three  years  thereafter,  the  Administrator 
shall  assemble  and  publish  a 
comprehensive  document  for  each  State 
setting  forth  all  requirements  of  the 
applicable  implementation  plan  for 
such  State  and  shall  publish  notice  in 
the  Federal  Register  of  the  availability 
of  such  documents. 

Section  110(h)  recognizes  the  fluidity 
of  a  given  State  SIP.  The  SIP  is  a  living 
document  which  can  be  revised  by  the 
State  with  EPA  approval  as  necessary  to 
address  the  unique  air  pollution 
problems  in  the  State.  Therefore,  EPA 
from  time  to  time  must  take  action  on 
SIP  revisions  containing  new  and/or 
revised  regulations.  On  May  31, 1972 
(37  FR  10842),  EPA  approved,  with 
certain  exceptions,  the  initial  SIPs  for  50 
states,  four  territories  and  the  District  of 
Columbia.  [Note:  EPA  approved  an 
additional  SIP — for  the  Northern 
Mariana  Islands — on  November  10, 1986 
(51  FR  40799)].  Since  1972,  each  State 
and  territory  has  submitted  numerous 
SIP  revisions,  either  on  their  own 
initiative,  or  because  they  were  required 
to  as  a  result  of  various  amendments  to 


the  Clean  Air  Act.  This  notice  of 
availability  informs  the  public  that  the 
SIP  compilation  has  been  updated  to 
include  the  most  recent  requirements 
approved  into  the  SIP.  These  approved 
requirements  are  Federally-enforceable. 

III.  What  is  being  made  available  under 
this  document? 

This  document  announces  that  the 
Federally-enforceable  SIP  for  each  State 
is  available  for  review  and  public 
inspection  at  the  appropriate  EPA 
regional  office  and  identifies  the  contact 
person  for  each  regional  office. 

The  Federally-enforceable  SIP  is 
indeed  a  complex  document,  containing 
both  many  regulatory  requirements  and 
non-regulatory  items  such  as  plans  and 
emission  inventories.  Regulatory 
requirements  include  State-adopted 
rules  and  regulations,  source-specific 
requirements  reflected  in  consent 
orders,  and  in  some  cases,  provisions  in 
the  enabling  statutes. 

Following  the  1990  Clean  Air  Act 
Amendments,  the  first  section  110(h) 

SIP  compilation  availability  notice  was 
published  on  November  1,  1995  (61  FR 
55459).  At  that  time,  EPA  announced 
that  the  SIP  compilations,  comprised  of 
the  regulatory  portion  of  each  State  SIP, 
were  available  at  the  EPA  Regional 
Office  serving  that  particular  State.  In 
general,  the  compilations  made 
available  in  1995  did  not  include  the 
source-specific  requirements  or  other 
documents  and  materials  associated 
with  the  SIP.  With  the  second  notice  of 
availability  in  1998,  the  source-specific 
requirements  and  the  “non-regulatory” 
documents  [e.g.,  attainment  plans,  rate 
of  progress  plans,  emission  inventories, 
transportation  control  measures,  statutes 
demonstrating  legal  authority, 
monitoring  networks,  etc.)  were  made 
available  and  will  remain  available  for 
public  inspection  at  the  respective 
regional  office  listed  in  the  ADDRESSES 
section  above.  If  you  want  to  view  these 
documents,  please  make  an 
appointment  with  the  appropriate  EPA 
Regional  Office  and  arrange  for  a 
mutually  agreeable  time. 

rV.  What  are  the  documents  and 
materials  associated  with  the  SIP? 

In  addition  to  state  regulations  that 
provide  for  air  pollution  control,  SIPs 
include  EPA-approved  non-regulatory 
elements  (such  as  transportation  control 
measures,  local  ordinances.  State 
statutes,  modeling  demonstrations,  and 
emission  inventories).  These  elements 
must  have  gone  through  the  State 
rulemaking  process  with  the 
opportunity  for  public  comment.  EPA 
also  took  rulemaking  action  on  these 
elements  and  those  which  have  been 
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EPA-approved  or  conditionally 
approved  are  listed  along  with  any 
limitations  on  their  approval.  Examples 
of  EPA-approved  documents  and 
materials  associated  with  the  SIP 
include,  but  are  not  limited  to:  SIP 
Narratives;  Particulate  Matter  Plans; 
Carbon  Monoxide  Plans;  Ozone  Plans; 
Maintenance  plans;  Vehicle  Inspection 
and  Maintenance  (I/M)  SIPs;  Emissions 
Inventories;  Monitoring  Networks;  State 
Statutes  submitted  for  the  purposes  of 
demonstrating  legal  authority;  Part  D 
nonattainment  area  plans;  Attainment 
demonstrations;  Transportation  control 
measures  (TCMs);  Committal  measures; 
Contingency  Measures;  Non-regulatory 
and  Non-TCM  Control  Measures;  15% 
Rate  of  Progress  Plans;  Emergency 
episode  plans;  and  Visibility  plans.  As 
stated  above,  the  “non-regulatory” 
documents  are  available  for  public 
inspection  at  the  appropriate  EPA 
Regional  Office. 

V.  Background 

A.  Relationship  of  National  Ambient  Air 
Quality  Standards  (NAAQS)  to  SIPs 

EPA  has  established  primary  and 
secondary  National  Ambient  Air  Quality 
Standards  (NAAQS)  fornix  criteria 
pollutants,  which  are  widespread 
common  pollutants  known  to  be 
harmful  to  human  health  and  welfare. 
The  criteria  pollutants  are:  Carbon 
monoxide;  lead;  nitrogen  oxides;  ozone; 
particulate  matter;  and  sulfur  dioxide. 
See  40  CFR  part  50  for  a  technical 
description  of  how  the  levels  of  these 
standards  are  measured  and  attained. 
State  Implementation  Plans  provide  for 
implementation,  maintenance,  and 
enforcement  of  the  NAAQS  in  each 
State.  Areas  within  each  State  that  are 
designated  nonattainment  are  subject  to 
additional  planning  and  control 
requirements.  Accordingly,  different 
regulations  or  programs  in  the  SIP  will 
apply  to  different  areas.  EPA  lists  the 
designation  of  each  area  at  40  CFR  part 
81. 

B.  What  is  a  State  Implementation  Plan? 

The  State  Implementation  Plan  is  a 
plan  for  each  State  that  identifies  how 
that  State  will  attain  and/or  maintain 
the  primary  and  secondary  National 
Ambient  Air  Quality  Standards 
(NAAQS)  set  forth  in  section  109  of  the 
Clean  Air  Act  and  40  Code  of  Federal 
Regulations  50.4  through  50.12  and 
which  includes  Federally-enforceable 
requirements.  Each  State  is  required  to 
have  a  SIP  which  contains  control 
measures  and  strategies  which 
demonstrate  how  each  area  will  attain 
and  maintain  the  NAAQS.  These  plans 
are  developed  through  a  public  process, 


formally  adopted  by  the  State,  and 
submitted  by  the  Governor’s  designee  to 
EPA.  The  Clean  Air  Act  requires  EPA  to 
review  each  plan  and  any  plan  revisions 
and  to  approve  the  plan  or  plan 
revisions  if  consistent  with  the  Clean 
Air  Act. 

SIP  requirements  applicable  to  all 
areas  are  provided  in  section  110.  Part 
D  of  title  I  of  the  Clean  Air  Act  specifies 
additional  requirements  applicable  to 
nonattainment  areas.  Section  110  and 
part  D  describe  the  elements  of  a  SIP 
and  include,  among  other  things, 
emission  inventories,  a  monitoring 
network,  an  air  quality  analysis, 
modeling,  attainment  demonstrations, 
enforcement  mechanisms,  and 
regulations  which  have  been  adopted  by 
the  State  to  attain  or  maintain  NAAQS. 
EPA  has  adopted  regulatory 
requirements  which  spell  out  the 
procedures  for  preparing,  adopting  and 
submitting  SIPs  and  SIP  revisions;  these 
are  codified  in  40  CFR  part  51. 

EPA’s  action  on  each  StMe’s  SIP  is 
promulgated  in  40  CFR  part  52.  The  first- 
section  in  the  subpart  in  40  CFR  part  52 
for  each  State  is  generally  the 
“Identification  of  plan”  section  which 
provides  chronolopical  development  of 
the  State  SIP.  Alternatively,  if  the  state 
has  undergone  the  new  Incorporation  by 
Reference  formatting  process  (see  62  FR 
27968;  May  22,  1997),  the  identification 
of  plan  section  identifies  the  State- 
submitted  rules  and  plan  elements  that 
have  been  Federally  approved.  The  goal 
of  the  State-by-State  SIP  compilation  is 
to  identify  those  rules  under  the 
“Identification  of  plan”  section  which 
are  currently  Federally-enforceable.  In 
addition,  some  of  the  SIP  compilations 
may  include  control  strategies,  such  as 
transportation  control  measures,  local 
ordinances,  State  statutes,  and  emission 
inventories.  Some  of  the  SIP 
compilations  may  not  identify  these 
other  Federally-enforceable  elements. 

The  contents  of  a  typical  SIP  fall  into 
three  categories:  (1)  State-adopted 
control  measures  which  consist  of  either 
rules/regulations  or  source-specific 
requirements  (e.g.,  orders  and  consent 
decrees);  (2)  State-submitted  “non- 
regulatory”  components  (e.g.,  attainment 
plans,  rate  of  progress  plans,  emission 
inventories,  transportation  control 
measures,  statutes  demonstrating  legal 
authority,  monitoring  networks,  etc.); 
and  (3)  additional  requirements 
promulgated  by  EPA  (in  the  absence  of 
a  commensurate  State  provision)  to 
satisfy  a  mandatory  section  110  or  part 
D  (Clean  Air  Act)  requirement. 


C.  What  does  it  mean  to  be  federaliy- 
enforceable? 

Enforcement  of  the  state  regulation 
before  and  after  it  is  incorporated  into 
the  Federally-approved  SIP  is  primarily 
a  state  responsibility.  However,  after  the 
regulation  is  Federally  approved,  EPA  is 
authorized  to  take  enforcement  action 
against  violators.  Citizens  also  have 
legal  recourse  to  address  violations  as 
described  in  section  304  of  the  Clean 
Air  Act. 

When  States  submit  their  most 
current  State  regulations  for  inclusioit 
into  Federally-enforceable  SIPs,  EPA 
begins  its  review  as  soon  as  possible. 
Until  EPA  approves  a  submittal  by 
rulemaking  action.  State-submitted 
regulations  will  be  State-enforceable 
only.  Therefore,  State-enforceable  SIPs 
may  exist  that  differ  from  Federally- 
enforceable  SIPs.  As  EPA  approves 
these  State-submitted  regulations,  the 
regional  offices  will  continue  to  update 
the  SIP  compilations  to  include  these 
applicable  requirements. 

Dated:  November  17,  2010. 

Lisa  P.  Jackson, 

Administrator. 

[FR  Doc.  2010-29640  Filed  11-23-10;  8:45  am] 

BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  180 

[EPA-HQ-OPP-2009-0130;  FRL-8851-8] 

N,N,N',N",-Tetrakls-(2-Hydroxypropyl) 
Ethylenediamine  (NTHE);  Exemption 
From  the  Requirement  of  a  Tolerance 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Final  rule. 

SUMMARY:  This  regulation  establishes  an 
exemption  from  the  requirement  of  a 
tolerance  for  residues  of  N,N,N',N",- 
T  etrakis-(2-Hydroxypropyl) 
Ethylenediamine  (NTHE;  CAS  no.  102- 
60-3)  when  used  as  an  inert  ingredient 
stabilizer  for  formulation  for  pre-  and 
post-harvest  uses  under  40  CFR  180.910 
and  application  to  animals  under  40 
CFR  180.930,  at  a  maximum 
concentration  of  20%  by  weight  in 
pesticide  formulations.  The  Joint  Inerts 
Task  Force  (JITF),  Cluster  Support  Team 
Number  15  (CST  15)  EPA  Company  No. 
84947  submitted  a  petition  to  EPA 
under  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (FFDCA),  requesting 
establishment  of  an  exemption  from  the 
requirement  of  a  tolerance.  This 
regulation  eliminates  the  need  to  * 
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establish  a  maximum  permissible  level 
for  residues  of  NTHE. 

DATES:  This  regulation  is  effective 
November  24,  2010.  Objections  and 
requests  for  hearings  must  be  received 
on  or  before  January  24,  2011,  and  must 
be  filed  in  accordance  with  the 
instructions  provided  in  40  CFR  part 
178  (see  also  Unit  I.C.  qf  the 
SUPPLEMENTARY  INFORMATION). 

ADDRESSES:  EPA  has  established  a 
docket  for  this  action  under  docket 
identification  (ID)  number  EPA-HQ- 
OPP-2009-0130.  All  documents  in  the 
docket  are  listed  in  the  docket  index 
available  at  http://www.regulations.gov. 
Although  listed  in  the  index,  some 
information  is  not  publicly  available, 
e.g.,  Confidential  Business  Information 
(CBI)  or  other  information  whose 
disclosure  is  restricted  by  statute. 

Certain  other  material,  such  as 
copyrighted  material,  is  not  placed  on 
the  Internet  and  will  be  publicly 
available  only  in  hard  copy  form. 
Publicly  available  docket  materials  are 
available  in  the  electronic  docket  at 
http://www.reguIations.gov,  or,  if  only 
available  in  hard  copy,  at  the  OPP 
Regulatory  Public  Docket  in  Rm.  S- 
4400,  One  Potomac  Yard  (South  Bldg.), 
2777  S.  Crystal  Dr.,  Arlington,  VA.  The 
Docket  Facility  is  open  from  8t30  a.m. 
to  4  p.m.,  Monday  through  Friday, 
excluding  legal  holidays.  The  Docket 
Facility  telephone  number  is  (703)  305- 
5805. 

FOR  FURTHER  INFORMATION  CONTACT:  Lisa 
Austin,  Registration  Division  (7505P), 
Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460-0001;  telephone  number: 

(703)  305-7894;  e-mail  address: 
austin.lisa@epa.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  General  Information 

A.  Does  this  action  apply  to  me? 

You  may  be  potentially  affected  by 
this  action  if  you  are  an  agricultural 
producer,  food  manufacturer,  or 
pesticide  manufacturer.  Potentially 
affected  entities  may  include,  but  are 
not  limited  to: 

•  Crop  production  (NAICS  code  111). 

•  Animal  production  (NAICS  code 

112). 

•  Food  manufacturing  (NAICS  code 
311). 

•  Pesticide  manufacturing  (NAICS 
code  32532). 

This  listing  is  not  intended  to  be 
exhaustive,  but  rather  provides  a  guide 
for  readers  regarding  entities  likely  to  be 
affected  by  this  action.  Other  types  of 
entities  not  listed  in  this  unit  could  also 


be  affected.  The  North  American 
Industrial  Classification  System 
(NAICS)  codes  have  been  provided  to 
assist  you  and  others  in  determining 
whether  this  action  might  apply  to 
certain  entities.  If  you  have  any 
questions  regarding  the  applicability  of 
this  action  to  a  particular  entity,  consult 
the  person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT. 

B.  How  can  I  get  electronic  access  to 
other  related  information? 

You  may  access  a  frequently  updated 
electronic  version  of  40  CFR  part  180 
through  the  Government  Printing 
Office’s  e-CFR  site  at  http:// 
www.gpoaccess.gov/ecfr.  To  access  the 
harmonized  test  guidelines  referenced 
in  this  document  electronically,  please 
go  to  http://www.epa.gov/ocspp  and 
select  “Test  Methods  and  Guidelines.” 

C.  How  can  I  file  an  objection  or  hearing 
request? 

Under  FFDCA  section  408(g),  21 
U.S.C.  346a,  any  person  may  file  an 
objection  to  any  aspect  of  this  regulation 
and  may  also  request  a  hearing  on  those 
objections.  You  must  file  your  objection 
or  request  a  hearing  on  thfs  regulation  - 
in  accordance  with  the  instructions 
provided  in  40  CFR  part  178.  To  ensure 
proper  receipt  by  EPA,  you  must 
identify  docket  ID  number  EPA-HQ- 
OPP-2009-0130  in  the  subject  line  on 
the  first  page  of  your  submission.  All 
objections  and  requests  for  a  hearing 
must  be  in  writing,  and  must  be 
received  by  the  Hearing  Clerk  on  or 
before  January  24,  2011.  Addresses  for 
mail  and  hand  delivery  of  objections 
and  hearing  requests  are  provided  in  40 
CFR  178.25(b). 

In  addition  to  filing  an  objection  or 
hearing  request  with  the  Hearing  Clerk 
as  described  in  40  CFR  part  178,  please 
submit  a  copy  of  the  filing  that  does  not 
contain  any  CBI  for  inclusion  in  the 
public  docket.  Information  not  marked 
confidential  pursuant  to  40  CFR  part  2 
may  be  disclosed  publicly  by  EPA 
without  prior  notice.  Submit  a  copy  of 
your  nofi-CBI  objection  or  hearing 
request,  identified  by  docket  ID  number 
EPA-HQ-OPP-2009-0130,  by  one  of 
the  following  methods: 

•  Federal  eBulemaking  Portal:  http:// 
www.regulations.gov.  Follow  the  on-line 
instructions  for  submitting  comments. 

•  Mail:  Office  of  Pesticide  Programs 
(OPP)  Regulatory  Public  Docket  (7502P), 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460-0001. 

•  Delivery:  OPP  Regulatory  Public 
Docket  (7502P),  Environmental 
Protection  Agency,  Rm.  S-4400,  One 
Potomac  Yard  (South  Bldg.),  2777  S. 


Crystal  Dr.,  Arlington,  VA.  Deliveries 
are  only  accepted  during  the  Docket 
Facility’s  normal  hours  of  operation 
(8:30  a.m.  to  4  p.m.,  Monday  through 
Friday,  excluding  legal  holidays). 

Special  arrangements  should  be  made 
for  deliveries  of  boxed  information.  The 
Docket  Facility  telephone  number  is 
(703) 305-5805. 

II.  Petition  for  Exemption 

In  the  Federal  Register  of  March  24, 
2010  (75  FR  14156)  (FRL-8815-6h  EPA 
issued  a  notice  pursuant  to  section  408 
of  FFDCA,  21  U.S.C.  346a,  announcing 
the  filing  of  a  pesticide  petition  (PP 
#0E7683)  by  The  Joint  Inerts  Task  Force 
(JITF),  Cluster  Support  Team  Number  15 
(CST  15)  EPA  Company  No.  84947,  c/o 
CropLife  America,  1156  15th  St.,  Suite 
400,  Washington,  DC  20005.  The 
petition  requested  that  40  CFR  180.910 
and  40  CFR  180.930  be  amended  by 
establishing  an  exemption  from  the 
requirement  of  a  tolerance  for  residues 
of  NTHE  (102-60-3)  when  used  as  an 
inert  ingredient  stabilizer  for 
formulation  in  pesticide  formulations 
applied  to  pre-  and  post-harvest  uses 
and  application  to  animals  at  a 
maximum  concentration  of  20%  by 
weight  in  pesticide  formulations.  That 
notice  referenced  a  summary  of  the 
petition  prepared  by  the  Joint  Inerts 
Task  Force  (JITF),  Cluster  Support  Team 
Number  15  (CST  15)  EPA  Company  No. 
84947,  the  petitioner,  which  is  available 
in  the  docket,  http:// 
www.regulations.gov.  The  Agency 
received  one  comment  in  response  to 
the  notice  of  filing.  The  comment  was 
received  from  a  private  citizen  who 
opposed  the  authorization  to  sell  any 
pesticide  that  leaves  a  residue  on  food. 
The  Agency  understands  the 
commenter’s  concerns  and  recognizes 
that  some  individuals  believe  that  no 
residue  of  pesticides  should  be  allowed. 
However,  under  the  existing  legal 
framework  provided  by  section  408  of 
the  Federal  Food,  Drug  and  Cosmetic 
Act  (FFDCA)  EPA  is  authorized  to 
establish  pesticide  tolerances  or 
exemptions  where  persons  seeking  such 
tolerances  or  exemptions  have 
demonstrated  that  the  pesticide  meets 
the  safety  standard  imposed  by  the 
statute. 

III.  Inert  Ingredient  Definition 

Inert  ingredients  are  all  ingredients 
that  are  not  active  ingredients  as  defined 
in  40  CFR  153.125  and  include,  but  are 
not  limited  to,  the  following  types  of 
ingredients  (except  when  they  have  a 
pesticidal  efficacy  of  their  own): 
Solvents  such  as  alcohols  and 
hydrocarbons:  surfactants  such  as 
polyoxyethylene  polymers  and  fatty 
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acids;  carriers  such  as  clay  and 
diatomaceous  earth;  thickeners  such  as 
carrageenan  and  modified  cellulose; 
wetting,  spreading,  and  dispersing 
agents;  propellants  in  aerosol 
dispensers;  microencapsulating  agents; 
and  emulsifiers.  The  term  “inert”  is  not 
intended  to  imply  nontoxicity;  the 
ingredient  may  or  may  not  be 
chemically  active.  Generally,  EPA  has 
exempted  inert  ingredients  from  the 
requirement  of  a  tolerance  based  on  the 
low  toxicity  of  the  individual  inert 
ingredients. 

IV.  Aggregate  Risk  Assessment  and 
Determination  of  Safety 

Section  408(c)(2KA)(i)  of  FFDCA 
allows  EPA  to  establish  an  exemption 
from  the  requirement  for  a  tolerance  (the 
legal  limit  for  a  pesticide  chemical 
residue  in  or  on  a  food)  only  if  EPA 
determines  that  the  tolerance  is  “safe.” 
Section  408(b)(2)(A)(ii)  of  FFDCA 
defines  “safe”  to  mean  that  “there  is  a 
reasonable  certainty  that  no  harm  will 
result  from  aggregate  exposure  to  the 
pesticide  chemical  residue,  including 
all  anticipated  dietary  exposures  and  all 
other  exposures  for  which  there  is 
reliable  information.”  This  includes 
exposure  through  drinking  water  and  in 
residential  settings,  but  does  not  include 
occupational  exposure.  Section 
408(b)(2)(C)  of  FFDCA  requires  EPA  to 
give  special  consideration  to  exposure 
of  infants  and  children  to  the  pesticide 
chemical  residue  in  establishing  a 
tolerance  and  to  “ensure  that  there  is  a 
reasonable  certainty  that  no  harm  will 
result  to  infants  and  children  from 
aggregate  exposure  to  the  pesticide  ' 
chemical  residue  *  *  *” 

EPA  establishes  exemptions  from  the 
requirement  of  a  tolerance  only  in  those 
cases  where  it  can  be  clearly 
demonstrated  that  the  risks  from 
aggregate  exposure  to  pesticide 
chemical  residues  under  reasonably 
foreseeable  circumstances  will  pose  no 
appreciable  risks  to  human  health.  In 
order  to  determine  the  risks  from 
aggregate  exposure  to  pesticide  inert 
ingredients,  the  Agency  considers  the 
toxicity  of  the  inert  in  conjunction  with 
possible  exposure  to  residues  of  the 
inert  ingredient  through  food,  drinking 
water,  and  through  other  exposures  Lhat 
occur  as  a  result  of  pesticide  use  in  . 
residential  settings.  If  EPA  is  able  to 
determine  that  a  finite  tolerance  is  not 
necessary  to  ensure  that  there  is  a 
reasonable  certainty  that  no  harm  will 
result  from  aggregate  exposure  to  the 
inert  ingredient,  an  exemption  from  the 
requirement  of  a  tolerance  may  be 
established. 

Consistent  with  section  408(c)(2)(A) 
of  FFDCA,  and  the  factors  specified  in 


FFDCA  section  408(c)(2)(B),  EPA  has 
reviewed  the  available  scientific  data 
and  other  relevant  information  in 
support  of  this  action.  EPA  has 
sufficient  data  to  assess  the  hazards  of 
and  to  make  a  determination  on 
aggregate  exposure  for  NTHE  including 
exposure  resulting  from  the  exemption 
established  by  this  action.  EPA’s 
assessment  of  exposures  and  risks 
associated  with  NTHE  follows. 

A.  Toxicological  Profile 

EPA  has  evaluated  the  available 
toxicity  data  and  considered  their 
validity,  completeness,  and  reliability  as 
well  as  the  relationship  of  the  results  of 
the  studies  to  human  risk.  EPA  has  also 
considered  available  information 
concerning  the  variability  of  the 
sensitivities  of  major  identifiable 
subgroups  of  consumers,  including 
infants  and  children.  Specific 
information  on  the  studies  received  and 
the  nature  of  the  adverse  effects  caused 
by  NTHE  as  well  as  the  no-observed- 
adverse-effect-level  (NOAEL)  and  the 
lowest-observed-adverse-effect-level 
(LOAEL)  from  the  toxicity  studies  are 
discussed  in  this  unit. 

The  existingtoxicology  database  for 
NTHE  consists  of  one  OPPTS 
Harmonized  Guideline  870.3650 
(combined  repeated  dose  toxicity  study 
with  the  reproduction/developmental 
screening  study  in  rats),  a  90-day 
toxicity  study  in  rats,  and  several 
studies  in  the  scientific  literature  on 
acute  oral  toxicity  and  mutagenicity. 

The  available  toxicity  data  indicates 
that  NTHE  has  low  acute  oral  toxicity. 
NTHE  was  not  mutagenic  in  an  Ames 
test.  In  the  OPPTS  Harmonized 
Guideline  870.3650  rat  reproductive/ 
developmental  toxicity  screening  study, 
there  was  no  evidence  of  increased 
susceptibility.  Parental  toxicity 
manifested  as  microscopic  brain  lesions 
at  1000  mg/kg/day  (the  highest  dose 
tested).  No  developmental  or 
reproductive  effects  were  observed  at 
doses  of  100,  300,  and  1000  mg/kg/day. 
There  is  no  evidence  of  increased 
susceptibility  to  the  offspring  of  rats 
following  prenatal  and  post-natal 
exposure  in  the  OPPTS  Harmonized 
Guideline  870.3650  study.  There  were 
no  offspring  effects  at  any  dose  level  up 
to  the  limit  dose  (1000  mg/kg/day). 

In  addition,  in  a  90-day  dietary  study 
in  rats  (1956),  where  the  NOAEL  was  set 
at  600-900  mg/kg/day  (1%  in  diet), 
based  on  body-weight  gain  effects  at  3% 
and  5%  in  the  diet  and  a  slightly  greater 
incidence  of  borderline  abnormalities  of 
the  liver  of  questionable  significance, 
there  are  no  other  repeat  dose  toxicity 
data  available.  The  NOAEL  from  the 
OPPTS  Harmonized  Guideline  870.3650 


study  (300  mg/kg/day)  is  protective  of 
any  potential  liver  toxicity. 

However,  there  is  suggestive  evidence 
of  adverse  neurotoxic  effects  in  the 
adult  animal  in  the  OPPTS  Harmonized 
Guideline  870.3650  study  at  the  limit 
dose  of  1000  mg/kg/day.  These  effects 
manifested  as  different  sized  vacuoles  in 
the  choroid  plexus  epithelial  cells  (some 
were  signet-ring  shaped)  of  the  lateral 
ventricles  of  the  brain  in  all  high-dose 
parental  male  and  female  rats.  None  of 
the  low-  or  mid-dose  or  control  animals 
showed  a  similar  change. 

Pharmacokinetics  in  rats  indicates 
that,  following  oral  dosing,  NTHE  is 
poorly  absorbed  and  rapidly  excreted  in 
the  urine,  mainly  unchanged  (92%- 
96%).  None  of  the  hypothetical 
metabolites,  such  as  keto-  or 
N-dealkylated  derivatives,  were 
observed.  The  calculated  bioavailability 
factor  (F  =  0.018)  revealed  that  less  than 
2%  of  the  orally  administered  dose  of 
NTHE  is  absorbed  through  the  stomach 
and  intestine.  The  half-life  for 
elimination  is  82  minutes  (in  non¬ 
diabetic  rats)  as  a  first  order  process. 

There  are  no  chronic  toxicity  studies 
available  for  NTHE.  The  Agency  used  a 
qualitative  structure  activity 
relationship  (SAR)  database,  DEREK  11, 
to  determine  if  there  were  structural 
alerts  suggestive  of  carcinogenicity.  No 
structural  alerts  were  identified.  In 
addition,  there  was  little  concern  about 
any  of  the  postulated  metabolites  having 
greater  toxicity  than  the  parent 
compounds. 

Specific  information  on  the  studies 
received  and  the  nature  of  the  adverse 
effects  caused  by  NTHE,  as  well  as-,  the 
NOAEL  and  the  lowest-observed 
adverse-effect-level  (LOAEL)  from  the 
toxicity  studies  can  be  found  at  http:// 
www.regulatipns.gov  in  document 
“N,N,N',N",-Tetrakis-(2-Hydroxypropyl) 
Ethylenediamine  (NTHE — JITF  CST  15 
Inert  Ingredient).  Human  Health  Risk 
Assessment  to  Support  Proposed 
Exemption  from  the  Requirement  of  a 
Tolerance  When  Used  as  an  Inert 
Ingredient  in  Pesticide  Formulations”  at 
pp.  7-11  and  31-34  in  docket  ID 
number  EPA-HQ-OPP-2009-0130. 

B.  Toxicological  Points  of  Departure/ 
Levels  of  Concern 

Once  a  pesticide’s  toxicological 
profile  is  determined,  EPA  identifies 
toxicological  points  of  departure  (POD) 
and  levels  of  concern  to  use  in 
evaluating  the  risk  posed  by  human 
exposure  to  the  pesticide.  For  hazards 
that  have  a  threshold  below  which  there 
is  no  appreciable  risk,  the  toxicological 
POD  is  used  as  the  basis  for  derivation 
of  reference  values  for  risk  assessment. 
PODs  are  developed  based  on  a  careful 
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analysis  of  the  doses  in  each 
toxicological  study  to  determine  the 
dose  at  which  no  adverse  effects  are 
observed  (the  NOAEL)  and  the  lowest 
dose  at  which  adverse  effects  of  concern 
are  identified  (the  LOAEL).  Uncertainty/ 
safety  factors  are  used  in  conjunction 
with  the  POD  to  calculate  a  safe 
exposure  level — generally  referred  to  as 
a  population-adjusted  dose  (PAD)  or  a 
reference  dose  (RfD) — and  a  safe  margin 
of  exposure  (MOE).  For  non-threshold 
risks,  the  Agency  assumes  that  any 
amount  of  exposure  will  lead  to  some 
degree  of  risk.  Thus,  the  Agency 
estimates  risk  in  terms  of  the  probability 
of  an  occurrence  of  the  adverse  effect 
expected  in  a  lifetime.  For  more 
information  on  the  general  principles 
EPA  uses  in  risk  characterization  and  a 
cotnplete  description  of  the  risk 
assessment  process,  see  http:// 
www.epa.gov/pesticides/fac.tsheets/ 
riskassess.htm. 

A  summary  of  the  toxicological 
endpoints  for  NTHE  used  for  human 
risk  assessment  is  discussed  in  Unit 
IV. B.  of  the  final  rule  published  in  the 
Federal  Register  of  July  29,  2009  (74  FR 
37568)  (FRL-8429-3). 

C.  Exposure  Assessment 

1.  Dietary  exposure  from  food  and 
feed  uses.  In  evaluating  dietary 
exposure  to  NTHE,  EPA  considered 
exposure  under  the  proposed  exemption 
from  the  requirement  of  a  tolerance. 

EPA  assess^  dietary  exposures  from 
NTHE  in  food  as  follows: 

i.  Acute  exposure.  No  adverse  effects 
attributable  to  a  single  exposure  of 
NTHE  was  seen  in  the  toxicity 
databases;  therefore,  an  acute  exposure 
assessment  for  NTHE  is  not  necessary. 

ii.  Chronic  exposure.  In  conducting 
the  chronic  dietary,  exposure 
assessment,  EPA  used  food 
consumption  information  from  the 
United  States  Department  of  Agriculture 
(USDA)  1994-1996  and  1998  -  . 
Nationwide  Continuing  Surveys  of  Food 
Intake  by  Individuals  (CSFII).  As  to 
residue  levels  in  food,  no  residue  data 
were  submitted  for  NTHE.  In  the 
absence  of  specific  residue  data,  EPA 
has  developed  an  approach  which  uses 
surrogate  information  to  derive  upper 
bound  exposure  estimates  for  the 
subject  inert  ingredient.  Upper  bound 
exposure  estimates  are  based  on  the 
highest  tolerance  for  a  given  commodity 
from  a  list  of  high-use  insecticides, 
herbicides,  and  fungicides.  A  complete 
description  of  the  general  approach 
taken  to  assess  inert  ingredient  risks  in 
the  absence  of  residue  data  is  contained 
in  the  memorandum  entitled  “Alkyl 
Amines  Polyalkoxylates  (Cluster  4): 
Acute  and  Chronic  Aggregate  (Food*and 


Drinking  Water)  Dietary  Exposure  and 
Risk  Assessments  for  the  Inerts” 
(D361707,  S.  Piper,  2/25/09)  and  can  be 
found  at  http://www.reguIations.gov  in 
docket  ID  number  EPA-HQ-OPP-2008- 
0738. 

In  the  dietary  exposure  assessment, 
the  Agency  assumed  that  the  residue 
level  of  the  inert  ingredient  would  be  no 
higher  than  the  highest  tolerance  for  a 
given  commodity.  Implicit  in  this 
Assumption  is  that  there  would  be 
similar  rates  of  degradation  (if  any) 
between  the  active  and  inert  ingredient 
and  that  the  concentration  of  inert 
ingredient  in  the  scenarios  leading  to 
these  highest  of  tolerances  would  be  no 
higher  than  the  concentration  of  the 
active  ingredient. 

The  Agency  believes  the  assumptions 
used  to  estimate  dietary  exposures  lead 
to  an  extremely  conservative  assessment 
of  dietary  risk  due  to  a  series  of 
compounded  conservatisms.  First, 
assuming  that  the  level  of  residue  for  an 
inert  ingredient  is  equal  to  the  level  of 
residue  for  the  active  ingredient  will 
overstate  exposure.  The  concentrations 
of  active  ingredient  in  agricultural 
products  are  generally  at  least  50%  of 
the  product  and  often  can  be  much 
higher.  Further,  pesticide  products 
rarely  have  a  single  inert  ingredient: 
rather  there  is  generally  a  combination 
of  different  inert  ingredients  used  which 
additionally  reduces  the  concentration 
of  any  single  inert  ingredient  in  the 
pesticide  product  in  relation  to  that  of 
the  active  ingredient.  In  the  case  of 
NTHE,  EPA  made  a  specific  adjustment 
to  the  dietary  exposure  assessment  to 
account  for  the  use  limitations  of  the 
amount  of  NTHE  that  may  be  in 
formulations  (no  more  than  20%  by 
weight  in  pesticide  formulations)  and 
assumed  that  NTHE  is  present  at  the 
maximum  limitation  rather  than  at 
equal  quantities  with  the  active 
ingredient.  This  remains  a  very 
conservative  assumption  because 
surfactants  are  generally  used  at  levels 
far  below  this  percentage. 

Second,  the  conservatism  of  this 
methodology  is  compounded  by  EPA’s 
decision  to  assume  that,  for  each 
commodity,  the  active  ingredient  which 
will  serve  as  a  guide  to  the  potential 
level  of  inert  ingredient  residues  is  the 
active  ingredient  with-the  highest 
tolerance  level.  This  assumption 
overstates  residue  values  because  it 
would  be  highly  unlikely,  given  the 
high  number  of  inert  ingredients,  that  a 
single  inert  ingredient  or  class  of 
ingredients  would  be  present  at  the 
level  of  the  active  ingredient  in  the 
highest  tolerance  for  every  commodity. 
Finally,  a  third  compounding 
conservatism  is  EPA’s  assumption  that 


all  foods  contain  the  inert  ingredient  at 
the  highest  tolerance  level.  In  other 
words,  EPA  assumed  100%  of  all  foods 
are  treated  with  the  inert  ingredient  at 
the  rate  and  manner  necessary  to 
produce  the  highest  residue  legally 
possible  for  an  active  ingredient.  In 
summary,  EPA  chose  a  very 
conservative  method  for  estimating 
what  level  of  inert  residue  could  be  on 
food,  then  used  this  methodology  to 
choose  the  highest  possible  residue  that 
could  be  found  on  food  and  assurned 
that  all  food  contained  this  residue.  No 
consideration  was  given  to  potential 
degradation  between  harvest  and 
consumption  even  though  monitoring 
data  shows  that  tolerance  level  residues 
are  typically  one  to  two  orders  of 
magnitude  higher  than  actual  residues 
in  food  when  distributed  in  commerce. 

Accordingly,  although  sufficient 
information  to  quantify  actual  residue  ’ 
levels  in  food  is  not  available,  the 
compounding  of  these  conservative 
assumptions  will  lead  to  a  significant 
exaggeration  of  actual  exposures.  EPA 
does  not  believe  that  this  approach 
underestimates  exposure  in  the  absence 
of  residue  data. 

iii.  Cancer.  The  Agency  used  a 
qualitative  SAR  database,  DEREKll,  to 
determine  if  there  were  structural  alerts 
suggestive  of  carcinogenicity.  No 
structural  alerts  for  carcinogenicity  were 
identified.  NTHE  is  not  expected  to  be 
carcinogenic.  Therefore  a  cancer  dietary 
exposure  assessment  is  not  necessary  to 
assess  cancer  risk. 

iv.  Anticipated  residue  and  percent 
crop  treated  (PCT)  information.  EPA  did 
not  use  anticipated  residue  and/or  PCT 
information  in  the  dietary  assessment 
for  NTHE.  Tolerance  level  residues 
and/or  100  PCT  were  assumed  for  all 
food  commodities. 

2.  Dietary  exposure  from  drinking 
water.  For  the  purpose  of  the  screening 
level  dietary  risk  assessment  to  support 
this  request  for  an  exemption  from  the 
requirement  of  a  tolerance  for  NTHE,  a 
conservative  drinking  water 
concentration  value  of  100  ppb  based  on 
screening  level  modeling  was  used  to 
assess  the  contribution  to  drinking 
water  for  the  chronic  dietary  risk 
assessments  for  parent  compound. 

These  values  were  directly  entered  into 
the  dietary  exposure  model. 

3.  From  non-dietary  exposure.  The 
term  “residential  exposure”  is  used  in 
this  document  to  refer  to  non- 
occupational,  non-dietary  exposure 
(e.g.,  textiles  (clothing  and  diapers), 
carpets,  swimming  pools,  and  hard 
surface  disinfection  on  walls,  floors, 
tables). 

A  screening  level  residential  exposure 
and  risk  assessment  was  completed  for 
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products  containing  NTHE  as  an  inert 
ingredient.  In  this  assessment, 
representative  scenarios,  based  on  end- 
use  product  application  methods  and 
labeled  application  rates,  were  selected. 
The  Agency  did  not  identify  any 
products  intended  for  use  on  pets  or 
home  cleaning  products  that  contain 
NTHE.  For  each  of  the  use  scenarios,  the 
Agency  assessed  residential  handler 
(applicator)  inhalation  exposure  for 
outdoor  scenarios  with  high  exposure 
potential  (I'.e.,  exposure  scenarios  with 
high  end  unit  exposure  values)  to  serve 
as  a  screening  assessment  for  all 
potential  residential  pesticides 
containing.  Similarly,  residential  post 
application  oral  exposure  assessments 
were  also  performed  utilizing  high  end 
outdoor  exposure  scenarios.  Further 
details  of  this  residential  exposure  and 
risk  analysis  can  be  found  at  http:// 
www.regulations.gov  in  the 
memorandum  entitled  “)ITF  Inert 
Ingredients.  Residential  and 
Occupational  Exposure  Assessment 
Algorithms  and  Assumptions  Appendix 
for  the  Human  Health  Risk  Assessments 
to  Support  Proposed  Exemption  from 
the  Requirement  of  a  Tolerance  When 
Used  as  Inert  Ingredients  in  Pesticide 
Formulations”  (D364751,  5/7/09,  Lloyd/ 
LaMay)  in  docket  ID  number  EPA-HQ- 
OPP-2008-0710. 

4.  Cumulative  effects  from  substances 
with  a  common  mechanism  of  toxicity. 
Section  408(b)(2)(D)(v)  of  FFDCA 
requires  that,  when  considering  whether 
to  establish,  modify,  or  revoke  a 
tolerance,  the  Agency  consider 
“available  information”  concerning  the 
cumulative  effects  of  a  particular 
pesticide’s  residues  and  “other 
substances  that  have  a  common 
mechanism  of  toxicity.” 

EPA  has  not  found  NTHE  to  share  a 
common  mechanism  of  toxicity  with 
any  other  substances,  and  NTHE  does 
not  appear  to  produce  a  toxic  metabolite 
produced  by  other  substances.  For  the 
purposes  of  this  tolerance  action, 
therefore,  EPA  has  assumed  that  NTHE 
does  not  have  a  common  mechanism  of 
toxicity  with  other  substances.  For 
information  regarding  EPA’s  efforts  to 
determine  which  chemicals  have  a 
common  mechanism  of  toxicity  and  to 
evaluate  the  cumulative  effects  of  such 
chemicals,  see  EPA’s  Web  site  at 
h  ttp :/ /www.  epa  .gov/ pesticides/ 
cumulative. 

D.  Safety  Fa'ctor  for  Infants  and 
Children 

1.  In  general.  Section  408(b)(2)(C)  of 
FFDCA  provides  that  EPA  shall  apply 
an  additional  tenfold  (lOX)  margin  of 
safety  for  infants  and  children  in  the 
case  of  threshold  effects  to  account  for 


prenatal  and  postnatal  toxicity  and  the 
completeness  of  the  database  on  toxicity 
and  exposure  unless  EPA  determines 
based  on  reliable  data  that  a  different 
margin  of  safety  will  be  safe  for  infants 
and  children.  This  additional  margin  of 
safety  is  commonly  referred  to  as  the 
FQPA  Safety  Factor  (SF).  In  applying 
this  provision,  EPA  either  retains  the 
default  value  of  lOX,  or  uses  a  different 
additional  safety  factor  when  reliable 
data  available  to  EPA  support  the  choice 
of  a  different  factor. 

2.  Prenatal  and  postnatal  sensitivity. 
The  existing  toxicology  database  for 
NTHE  consists  of  one  OPPTS 
Harmonized  Guideline  870.3650 
combined  repeated  dose  toxicity  study 
with  the  reproduction/developmental 
screening  study  in  rats,  and  several 
studies  in  the  scientific  literature  on 
acute  oral  toxicity  and  mutagenicity. 

In  the  case  of  NTHE,  there  was  no 
increased  susceptibility  to  the  offspring 
of  rats  following  pre-  and  post-natal 
(PND  0-4)  exposure  in  the  OPPTS  - 
Harmonized  Guideline  870.3650  study 
(gavage  dosing  of  males  fot  28  days, 
females  for  46  days).  There  were  no 
offspring  effects  at  any  dose  level  up  to 
the  limit  dose  (1,000  mg/kg/day)  where 
maternal/paternal  toxicity  was 
manifested  as  microscopic  lesions  in  the 
brain  at  1,000  mg/kg/day.  Although  the 
parental  NOAEL  selected  as  the  point  of 
departure  for  the  chronic  dietary, 
incidental  oral,  and  inhalation  risk 
assessments  is  protective  of  the  adult 
animal,  the  particular  findings  in  the 
parental  animals  lead  to  uncertainties 
for  the  offspring.  There  is  a  concern  for 
neurodevelopment  since  this  is  not 
addressed  in  the  OPPTS  Harmonized 
Guideline  870.3650  screening  study. 

3.  Conclusion.  Despite  the  fact  that  no 
quantitative  or  qualitative  increased 
susceptibility  to  offspring  was  seen  in 
the  OPPTS  Harmpnized  Guideline 
870.3650  combined  repeated  dose 
toxicity  study  and  the  conservative 
exposure  assessment,  EPA  has 
determined  that  the  FQPA  SF  cannot  be 
reduced  because  of  the  neurotoxic 
effects  seen  in  the  OPPTS  Harmonized 
Guideline  870.3650  reproductive/ 
developmental  study  and  the  absence  of 
standard  neurotoxicity  and 
developmental  studies.  EPA  considered 
the  following  factors  in  determining  that 
a  lOX  FQPA  SF  should  be  retained: 

In  the  OPPTS  Harmonized  Guideline 
870.3650  study  in  rats  there  is  some  evidence 
of  neurotoxicity  in  the  adult  animals  in  the 
OPPTS  Harmonized  Guideline  870.3650 
reproductive/developmental  study,  which 
occurred  only  at  the  highest  dose  tested  of 
1,000  mg/kg/day.  The  vacuoles  in  the 
choroid  plexus  epithelial  cells  of  the  lateral 
ventricles  of  the  brain  were  of  different  size. 


and  some  of  the  epithelial  cells  were  signet¬ 
ring  shaped.  None  of  the  other  dose  groups 
(100  and  300  mg/kg/day)  showed  a  similar 
change.  These  results  indicate  a  potential 
concern  for  effects  on  neurodevelopment  at 
high  doses  following  repeat  exposure.  Given 
that  neither  neurotoxicity  nor  standard 
developmental  toxicity  studies  are  available 
on  NTHE,  retention  of  the  FQPA  Safety 
Factor  is  appropriate. 

E.  Aggregate  Risks  and  Determination  of 
Safety 

Determination  of  safety  section.  EPA 
determines  whether  acute  and  chronic 
dietary  pesticide  exposures  are  safe  by 
comparing  aggregate  exposure  estimates 
to  the  acute  PAD  (aPAD)  and  chronic 
PAD  (cPAD).  For  linear  cancer  risks, 

EPA  calculates  the  lifetime  probability 
of  acquiring  cancer  given  the  estimated 
aggregate  exposure.  Short-, 
intermediate-,  and  chronic-term  risks 
are  evaluated  by  comparing  the 
estimated  aggregate  food,  water,  and 
residential  exposure  to  the  appropriate 
PODs  to  ensure  that  an  adequate  MOE 
exists. 

1.  Acute  risk.  An  acute  aggregate  risk 
assessment  takes  into  account  acute 
exposure  estimates  from  dietary 
consumption  of  food  and  drinking 
water.  No  adverse  effect  resulting  from 
a  single  oral  exposure  was  identified 
and  no  acute  dietary  endpoint  was 
selected.  Therefore,  NTHE  is  not 
expected  to  pose  an  acute  risk. 

2.  Chronic  risk.  Using  the  exposure 
assumptions  described  in  this  unit  for 
chronic  exposure,  EPA  has  concluded 
that  chronic  exposure  to  NTHE  from 
food  and  water  will  utilize  84%  of  the 
cPAD  for  children  1-2  years  old,  the 
population  group  receiving  the  greatest 
exposure.  Based  on  the  explanation  in 
this  unit,  regarding  residential  use 
patterns,  chronic  residential  exposure  to 
residues  of  NTHE  is  not  expected. 

3.  Short-term  risk.  Short-term 
aggregate  exposure  takes  into  account 
short-term  residential  exposure  plus 
chronic  exposure  to  food  and  water 
(considered  to  be  a  background 
exposure  level). 

NTHE  is  currently  used  as  an  inert 
ingredient  in  pesticide  products  that  are 
registered  for  uses  that  could  result  in 
short-term  residential  exposure,  and  the 
Agency  has  determined  that  it  is 
appropriate  to  aggregate  chronic 
exposure  through  food  and  water  with 
short-term  residential  exposures  to 
NTHE. 

Using  the  exposure  assumptions 
described  in  this  unit  for  short-term 
exposures,  EPA  has  concluded  the 
combined  short-term  food,  water,  and 
residential  exposures  result  in  aggregate 
MOEs  of  4,800  and  5,000  for  adult  males 
and  females,  respectively.  Adult 
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residential  exposure  includes  high-end 
inhalation  handler  exposure  from 
outdoor  uses.  EPA  has  concluded  the 
combined  short-term  aggregated  food, 
water,  and  residential  exposures  result 
in  an  aggregate  MOE  of  1,100  for 
children.  Children’s  residential 
exposure  includes  incidental  oral 
exposure  from  treated  turf.  Because 
EPA’s  level  of  concern  for  NTHE  is  a 
MOE  of  1,000  or  below,  these  MOEs  are 
not  of  concern. 

4.  Intermediate-term  risk. 
Intermediate-term  aggregate  exposure 
takes  into  account  intermediate-term 
residential  exposure  plus  chronic 
exposure  to  food  and  water  (considered 
to  be  a  background  exposure  level). 

NTHE  is  currently  used  as  an  inert 
ingredient  in  pesticide  products  that  are 
registered  for  uses  that  could  result  in 
intermediate-term  residential  exposure, 
and  the  Agency  has  determined  that  it 
is  appropriate  to  aggregate  chronic 
exposure  through  food  and  water  with 
intermediate-term  residential  exposures 
to  NTHE. 

Using  the  exposure  assumptions 
described  in  this  unit  for  intermediate- 
term  exposures,  EPA  has  concluded  that 
the  combined  intermediate-term  food, 
water,  and  residential  exposures  result 
in  aggregate  MOEs  of  4,800  and  5,100, 
for  adult  males  and  females, 
respectively.  EPA  has  concluded  the 
combined  intermediate-term  aggregated 
food,  water,  and  residential  exposures 
result  in  an  aggregate  MOE  of  1,200  for 
children.  Children’s  residential 
exposure  includes  incidental  oral 
exposure  from  treated  turf.  Because 
EPA’s  level  of  concern  for  NTHE  is  a 
MOE  of  1,000  or  below,  these  MOEs  are 
not  of  concern. 

5.  Aggregate  cancer  risk  for  U.S. 
population.  The  Agfency  has  not 
identified  any  concerns  for 
carcinogenicity  relating  to  NTHE. 

6.  Determination  of  safety.  Based  on 
these  risk  assessments,  EPA  concludes 
that  there  is  a  reasonable  certainty  that 
no  harm  will  result  to  the  general 
population,  or  to  infants  and  children 
from  aggregate  exposure  to  NTHE 
residues. 

V.  Other  Considerations 

A.  Analytical  Enforcement  Methodology 

EPA  is  establishing  a  limitation  on  the 
amount  of  NTHE  that  may  be  used  in 
pesticide  formulations  applied  to 
growing  crops  and  raw  agricultural 
commodities.  That  limitation  will  be 
enforced  through  the  pesticide 
registration  process  under  the  Federal 
Insecticide,  Fungicide,  and  Rodenticide 
Act  (“FIFRA”),  7  U.S.C.  136  et  seq.  EPA 
will  not  register  any  such  pesticide  for 


sale  or  distribution  that  contains  greater 
than  20%  of  NTHE  by  weight  in  the 
pesticide  formulation. 

B.  International  Residue  Limits 

In  making  its  tolerance  decisions,  EPA 
seeks  to  harmonize  U.S.  tolerances  with 
international  standards  whenever 
possible,  consi.stent  with  U.S.  food 
safety  standards  and  agricultural 
practices.  EPA  considers  the  • 
international  maximum  residue  limits 
(MRLs)  established  by  the  Codex 
Alimentarius  Commission  (Codex),  as 
required  by  FFDCA  section  408(b)(4). 

The  Codex  Alimentarius  is  a  joint  U.N. 
Food  and  Agriculture  Organization/ 
World  Health  Organization  food 
standards  program,  and  it  is  recognized 
as  an  international  food  safety 
standards-setting  organization  in  trade 
agreements  to  which  the  United  States 
is  a  party.  EPA  may  establish  a  tolerance 
that  is  different  from  a  Codex  MRL; 
however,  FFDCA  section  408(b)(4) 
requires  that  EPA  explain  the  reasons 
for  departing  from  the  Codex  level. 

The  Codex  has  not  established  a  MRL 
for  NTHE. 

VI.  Conclusions 

Therefore,  an  exemption  from  the 
requirement  of  a  tolerance  is  established 
under  40  CFR  180.910  and  40  CFR 
180.930  for  NTHE  (102-60-3)  when 
used  as  an  inert  ingredient  (stabilizer  for 
formulation)  in  pesticide  formulations 
applied  to  pre-  and  post-harvest  uses 
and  application  to  animals  at  a 
maximum  concentration  of  20%  by 
weight  in  pesticide  formulations. 

VII.  Statutory  and  Executive  Order 
Reviews 

This  final  rule  establishes  a  tolerance 
under  section  408(d)  of  FFDCA  in 
response  to  a  petition  submitted  to  the 
Agency.  The  Office  of  Management  and 
Budget  (OMB)  has  exempted  these  types 
of  actions  from  review  under  Executive 
Order  12866,  entitled  Regulatory 
Planning  and  Review  (58  FR  51735, 
October  4,  1993).  Because  this  final  rule 
has  been  exempted  from  review  under 
Executive  Order  12866,  this  final  rule  is 
not  subject  to  Executive  Order  13211, 
entitled  Actions  Concerning  Regulations 
That  Significantly  Affect  Energy  Supply, 
Distribution,  or  Use  (66  FR  28355,  May 
22,  2001)  or  Executive  Order  13045, 
entitled  Protection  of  Children  from 
Environmental  Health  Risks  and  Safety 
Risks  (62  FR  19885,  April  23,  1997). 

This  final  rule  does  not  contain  any 
information  collections  subject  to  OMB 
approval  under  the  Paperwork 
Reduction  Act  (PRA),  44  U.S.C.  3501  et 
seq.,  nor  does  it  require  any  special 
considerations  under  Executive  Order 


12898,  entitled  Federal  Actions  to 
Address  Environmental  Justice  in 
Minority  Populations  and  Low-Income 
Populations  (59  FR  7629,  February  16, 
1994).  • 

Since  tolerances  and  exemptions  that 
are  established  on  the  basis  of  a  petition 
under  section  408(d)  of  FFDCA,  such  as 
the  tolerance  in  this  final  rule,  do  not 
require  the  issuance  of  a  proposed  rule, 
the  requirements  of  the  Regulatory 
Flexibility  Act  (RFA)  (5  U.S.C.  601  et 
seq.)  do  not  apply. 

This  final  rule  directly  regulates 
growers,  food  processors,  food  handlers, 
and  food  retailers,  not  States  or  tribes, 
nor  does  this  action  alter  the 
relationships  or  distribution  of  power 
and  respomsibilities  established  by 
Congress  in  the  preemption  provisions 
of  section  408(n)(4)  of  FFDCA.  As  such, 
the  Agency  has  determined  that  this 
action  will  not  have  a  substantial  direct 
effect  on  States  or  tribal  governments, 
on  the  relationship  between  the  national 
government  and  the  States  or  tribal 
governments,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government  or  between 
the  Federal  Government  and  Indian 
tribes.  Thus,  the  Agency  has  determined 
that  Executive  Order  13132,  entitled 
Federalism  (64  FR  43255,  August  10, 
1999)  and  Executive  Order  13175, 
entitled  Consultation  and  Coordination 
with  Indian  Tribal  Governments  (65  FR 
67249,  November  9,  2000)  do  not  apply 
to  this  final  rule.  In  addition,  this  final 
rule  does  not  impose  any  enforceable 
duty  or  contain  any  unfunded  mandate 
as  described  under  Title  II  of  the 
Unfunded  Mandates  Reform  Act  of  1995 
(UMRA)  (Pub.  L.  104-4). 

This  action  does  not  involve  any 
technical  standards  that  would  require 
Agency  consideration  of  voluntary 
consensus  standards  pursuant  to  section 
12(d)  of  the  National  Technology 
Transfer  and  Advancement  Act  of  1995 
(NTTAA),  Public  Law  104-113,  section 
12(d)  (15  U.S.C.  272  note). 

VIII.  Congressional  Review  Act 

The  Congressional  Review  Act,  5 
U.S.C.  801  et  seq.,  generally  provides 
that  before  a  rule  may  take  effect,  the 
agency  promulgating  the  rule  must 
submit  a  rule  report  to  each  House  of 
the  Congress  and  to  the  Comptroller 
General  of  the  United  States.  EPA  will 
submit  a  report  containing  this  rule  and 
other  required  information  to  the  U.S. 
Senate,  the  U.S.  House  of 
Representatives,  and  the  Comptroller 
General  of  the  United  States  prior  to 
publication  of  this  final  rule  in  the 
Federal  Register.  This  final  rule  is  not  • 
a  “major  rule”  as  defined  by  5  U.S.C. 
804(2). 
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List  of  Subjects  in  40  CFR  Part  180 

Environmental  protection, 
Administrative  practice  and  procedure, 
Agricultural  commodities.  Pesticides 
and  pests.  Reporting  and  recordkeeping 
requirements. 


Dated:  November  16,  2010. 

Lois  Rossi, 

Director,  Registration  Division.  Office  of 
Pesticide  Programs. 

■  Therefore,  40  CFR  chapter  I  is 
amended  as  follows: 

PART  180— [AMENDED] 

■  1.  The  authority  citation  for  part  180 
continues  to  read  as  follows: 


Authority:  21  U.S.C.  32l(q),  346a  and  371. 

■  2.  In  §  180.910,  the  table  is  amended 
by  adding  alphabetically  the  following 
inert  ingredients  to  read  as  follows: 

§180.910  Inert  ingredients  used  pre-and 
post-harvest;  exemptions  from  the 
requirement  of  a  tolerance. 


inert  ingredients 


Limits 


Uses 


N,N,N',N",-tetrakis-(2-hydroxypropyl)  ethylenediamine  Concentration  in  formulated  end-use  products  not  to  Stabilizer  for  formulation. 
(102-60-3).  exceed  20%  by  weight  in  pesticide  formulations. 


■  3.  In  §  180.930,  the  table  is  amended 
by  adding  alphabetically  the  following 
inert  ingredients  to  read  as  follows: 

§  180.930  Inert  ingredients  applied  to 
animals;  exemptions  from  the  requirement 
of  a  tolerance. 

***** 

Inert  ingredients 

Limits 

Uses 

N,N,N',N",-tetrakis-(2-hydroxypropyl)  ethylenediamine  Concentration  in  formulated  end-use  products  not  to  Stabilizer  for  formulation. 
(102-60-3).  exceed  20%  by  weight  in  pesticide  formulations. 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  180 

[EPA-HQ-OPP-2009-0061;  FRL-8852-2] 

Polyoxyalkylated  Glycerol  Fatty  Acid 
Esters;  Tolerance  Exemption 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Final  rule. 

SUMMARY:  This  regulation  establishes  an 
exemption  from  the  requirement  of  a 
tolerance  for  residues  of 
polyoxyalkylated  glycerol  fatty  acid 
esters:  the  mono-,  di-,  or  triglyceride 
mixtures  of  Cs  through  C22,  primarily  Cr 
through  Ci8  saturated  and  unsaturated, 
fatty  acids  containing  up  to  15%  water 
by  weight  reacted  with  a  minimum  of 
three  moles  of  either  ethylene  oxide  or 
propylene  oxide,  also  known  as 
polyoxyalkylated  glycerol  fatty  acid 
esters,  when  used  as  an  inert  ingredient 
in  a  pesticide  chemical  formulation 
under  40  CFR  180.960.  Croda  Inc.,  315 
Cherry  Lane,  Wilmington,  DE  submitted 
a  petition  to  EPA  under  the  Federal 


Food,  Drug,  and  Cosmetic  Act  (FFDCA), 
requesting  an  exemption  from  the 
requirement  of  a  tolerance.  This 
regulation  eliminates  the  need  to 
establish  a  maximum  permissible  level 
for  residues  of  polyoxyalkylated 
glycerol  fatty  acid  esters;  the  mono-, 
di-,  or  triglyceride  mixtures  of  Cr 
through  C22.  primarily  Cr  through  Cir 
saturated  and  unsaturated,  fatty  acids 
containing  up  to  15%  water  by  weight 
reacted  with  a  minimum  of  three  moles 
of  either  ethylene  oxide  or  propylene 
oxide,  also  known  as  polyoxyalkylated 
glycerol  fatty  acid  esters,  when  used  as 
an  inert  ingredient  in  a  pesticide 
chemical  formulation  on  food  or  feed 
commodities. 

DATES:  This  regulation  is  effective 
November  24,  2010.  Objections  and 
requests  for  hearings  must  be  received 
on  or  before  January  24,  2011,  and  must 
be  filed  in  accordance  with  the 
instructions  provided  in  40  CFR  part 
178  (see  also  Unit  I.C.  of  the  . 
SUPPLEMENTARY  INFORMATION). 

ADDRESSES:  EPA  has  established  a 
docket  for  this  action  under  docket 
identification  (ID)  number  EPA-HQ- 
OPP-2009-0661.  All  documents  in  the 
docket  are  listed  in  the  docket  index 
available  at  http://www.regulations.gov. 


Although  listed  in  the  index,  some 
information  is  not  publicly  available, 
e.g.,’ Confidential  Business  Information 
(CBI)  or  other  information  whose 
disclosure  is  restricted  by  statute. 
Certain  other  material,  such  as 
copyrighted  material,  is  not  placed  on 
» the  Internet  and  will  be  publicly 
available  only  in  hard  copy  form. 
Publicly  available  docket  materials  are 
available  in  the  electronic  docket  at 
http://\\'ww.reguIations.gov,  or,  if  only 
available  in  hard  copy,  at  the  OPP 
Regulatory  Public  Docket  in  Rm.  S- 
4400,  One  Potomac  Yard  (South  Bldg.), 
2777  S.  Crystal  Dr.,  Arlington,  VA.  The 
Docket  Facility  is  open  from  8:30  a.m. 
to  4  p.m.,  Monday  through  Friday, 
excluding  legal  holidays.  The  Docket 
Facility  telephone  number  is  (703)  305- 
5805. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kerry  Leifer,  Registration  Division 
(7505P),  Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460-0001;  telephone  number: 
(703)  308-8811;  e-mail  address: 
Ieifer.kerry@epa.gov. 

SUPPLEMENTARY  INFORMATION: 


Federal  Register/ Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Rules  and  Regulations  71557 


I.  General  Information 

A.  Does  this  action  apply  to  me? 

You  may  be  potentially  affected  by 
this  action  if  you  are  an  agricultural 
producer,  food  manufacturer,  or 
pesticide  manufacturer.  Potentially 
affected  entities  may  include,  but  are 
not  limited  to: 

•  Crop  production  (NAICjS  code  111). 

•  Animal  production  (NAICS  code 
112). 

•  Food  manufacturing  (NAICS  code 
311). 

•  Pesticide  manufacturing  (NAICS 
code  32532). 

This  listing  is  not  intended  to  be 
exhaustive,  but  rather  provides  a  guide 
for  readers  r^arding  entities  likely  to  be 
affected  by  this  action.  Other  types  of 
entities  not  listed  in  this  unit  could  also 
be  affected.  The  North  American 
Industrial  Classification  System 
(NAICS)  codes  have  been  provided  to 
assist  you  and  others  in  determining 
whether  this  action  might  apply  to 
certain  entities.  If  you  have  any 
questions  regarding  the  applicability  of 
this  action  to  a  particular  entity,  consult 
the  person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT. 

B.  How  can  I  get  electronic  access  to 
other  related  information? 

You  may  access  a  frequently  updated 
electronic  version  of  40  CFR  part  180 
through  the  Government  Printing 
Office’s  e-CFR  site  at  http:// 
www.gpoaccess.gov/ecfr. 

C.  Can  I  file  an  objection  or  hearing 
request? 

Under  FFDCA  section  408(g),  21 
U.S.C.  346a,  any  person  may  file  an 
objection  to  any  aspect  of  this  regulation 
and  may  also  request  a  hearing  on  those 
objections.  You  must  file  your  objection 
or  request  a  hearing  dn  this  regulation 
in  accordance  with  the  instructions 
provide*d  in  40  CFR  part  178.  To  ensure 
proper  receipt  by  EPA,  you  must 
identify  docket  ID  number  EPA-HQ- 
OPP-2009-0661  in  the  subject  line  on 
the  first  page  of  your  submission:  All 
objections  and  requests  for  a  hearing 
must  be  in  writing,  and  must  be 
received  by  the  Hearing  Clerk  on  or 
before  January  24,  2011.  Addresses  for 
mail  and  hand  delivery  of  objections 
and  hearing  requests  are  provided  in  40 
CFR  178.25(b). 

In  addition  to  filing  an  objection  or 
hearing  request  with  the  Hearing  Clerk 
as  described  in  40  CFR  part  178,  please 
submit  a  copy  of  the  filing  that  does  not 
contain  any  CBI  for  inclusion  in  the 
public  docket.  Information  not  marked 
confidential  pursuant  to  40  CFR  part  2 
may  be  disclosed  publicly  by  EPA 


without  prior  notice.  Submit  a  copy  of 
your  non-CBI  objection  or  hearing 
request,  identified  by  docket  ID  number 
EPA-HQ-OPP-2009-0661,  by  one  of 
the  following  methods. 

•  Federal  eRulemaking  Portal:  http:// 
www.reguIations.gov.  Follow  the  on-line 
instructions  for  submitting  comments. 

•  Mail:  Office  of  Pesticide  Programs 
(OPP)  Regulatory  Public  Docket  (7502P), 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 

DC  20460-0001. 

•  Delivery:  OPP  Regulatory  Public 
Docket  (7502P),  Environmental 
Protection  Agency,  Rm.  S-4400,  One 
Potomac  Yard  (South  Bldg.),  2777  S. 
Crystal  Dr.,  Arlington,  VA.  Deliveries 
are  only  accepted  during  the  Docket 
Facility’s  normal  hours  of  operation 
(8:30  a.m.  to  4  p.m.,  Monday  through 
Friday,  excluding  legal  holidays). 

Special  arrangements  should  be  made 
for  deliveries  of  boxed  information.  The 
Docket  Facility  telephone  number  is 
(703)  305-5805. 

II.  Background  and  Statutory  Findings 
'  In  the  Federal  Register  of  June  8,  2010 
(75  FR  32463)  (FRL-8827-5),  EPA 
issued  a  notice  pursuant  to  section  408 
of  FFDCA,  21  U.S.C.  346a,  announcing 
the  receipt  of  a  pesticide  petition  (PP 
9E7538)  filed  by  Croda  Inc.,  315  Cherry 
Lane,  Wilmington,  DE.  The  petition 
requested  that  40  CFR  180.960  be 
amended  by  establishing  an  exemption 
*from  the  requirement  of  a  tolerance  for 
residues  of  polyoxyalkylated  glycerol 
fatty  acid  esters;  the  mono-,  di-,  or 
triglyceride  mixtures  of  Cs  through  C22, 
primarily  Cs  through  Cig  saturated  and 
unsaturated,  fatty  acids  containing  up  to 
15%  water  by  weight  reacted  with  a 
minimum  of  three  moles  of  either 
ethylene  oxide  or  propylene  oxide  (CAS 
Reg.  Nos.  61791-23-9,  68201-46-7, 
68440-49-3,  68458-88-8,  68606-12-2, 
68648-38-4,  70377-91-2,  70914-02-2, 
72245-12-6,  72698-41-3,  180254-52-8, 
248273-72-5,  308063-50-5,  952722- 
33-7).  That  notice  included  a  summary 
of  the  petition  prepared  by  the 
petitioner  and  solicited  comments  on 
the  petitioner’s  request.  The  Agency  did 
not  receive  any  comments. 

Section  408{c)(2)(A)(i)  of  FFDCA 
allows  EPA  to  establish  an  exemption 
from  the  requirement  for  a  tolerance  (the 
legal  limit  for  a  pesticide  chemical 
residue  in  or  on  a  food)  only  if  EPA 
determines  that  the  exemption  is  “safe.” 
Section  408(c)(2)(A)(ii)  of  FFDCA 
defines  “safe”  to  mean  that  “there  is  a 
reasonable  certainty  that  no  harm  will 
result  from  aggregate  exposure  to  the 
pesticide  chemical  residue,  including 
all  anticipated  dietary  exposures  and  all 
other  exposures  for  which  there  is 


reliable  information.”  This  includes 
exposure  through  drinking  water  and 
use  in  residential  settings,  but  does  not 
include  occupational  exposure.  Section 
408(b)(2)(C)  of  FFDCA  requires  EPA  to 
give  special  consideration  to  exposure 
of  infants  and  children  to  the  pesticide 
chemical  residue  in  establishing  an 
exemption  from  the  requirement  of  a 
tolerance  and  to  “ensure  that  there  is  a 
reasonable  certainty  that  no  harm  will 
result  to  infants  and  children  from 
aggregate  exposure  to  the  pesticide 
chemical  residue  *  *  *”  and  specifies 
factors  EPA  is  to  consider  in 
establishing  an  exemption. 

III.  Risk  Assessment  and  Statutory 
Findings 

EPA  establishes  exemptions  from  the 
requirement  of  a  tolerance  only  in  those 
cases  where  it  can  be  shown  that  the 
risks  from  aggregate  exposure  to 
pesticide  chemical  residues  under 
reasonably  foreseeable  circumstances 
will  pose  no  appreciable  risks  to  human 
health.  In  order  to  determine  the  risks 
from  aggregate  exposure  to  pesticide 
inert  ingredients,  the  Agency  considers 
the  toxicity  of  the  inert  in  conjunction 
with  possible  exposure  to  residues  of 
the  inert  ingredient  through  food, 
drinking  water,  and  through  other 
exposures  that  occur  as  a  result  of 
pesticide  use  in  residential  settings.  If 
EPA  is  able  to  determine  that  a  finite 
tolerance  is  not  necessary  to  ensure  that 
there  is  a  reasonable  certainty  that  no 
harm  will  result  from  aggregate 
exposure  to  the  inert  ingredient,  an 
exemption  from  the  requirement  of  a 
tolerance  may  be  established. 

Consistent  with  FFDCA  section 
408(b)(2)(D),  EPA  has  reviewed  the 
available  scientific  data  and  other 
relevant  information  in  support  of  this 
action  and  considered  its  validity, 
completeness  and  reliability'and  the 
relationship  of  this  information  to 
human  risk.  EPA  has  also  considered 
available  information  concerning  the 
variability  of  the  sensitivities  of  major 
identifiable  subgroups  of  consumers, 
including  infants  and  children.  In  the 
case  of  certain  chemical  substances  that 
are  defined  as  polymers,  the  Agency  has 
established  a  set  of  criteria  to  identify 
categories  of  polymers  expected  to 
present  minimal  or  no  risk.  The 
definition  of  a  polymer  is  given  in  40 
CFR  723.250(b)  and  the  exclusion 
criteria  for  identifying  these  low-risk 
polymers  Are  described  in  40  CFR 
723t250(d).  Short  chemical  name 
conforms  to  the  definition  of  a  polymer 
given  in  40  CFR  723.250(b)  and  meets 
the  following  criteria  that  are  used  to 
identify  low-risk  polymers. 
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1.  The  polymer  is  not  a  cationic 
polymer  nor  is  it  reasonably  anticipated 
to  become  a  cationic  polymer  in  a 
natural  aquatic  environment. 

2.  The  polymer  does  contain  as  an 
integral  part  of  its  composition  the 
atomic  elements  carbon,  hydrogen,  and 
oxygen. 

3.  The  polymer  does  not  contain  as  an 
integral  part  of  its  composition,  except 
as  impurities,  any  element  other  than 
those  listed  in  40  CFR  723.250(dK2)(ii). 

4.  The  polymer  is  neither  designed 
nor  can  it  be  reasonably  anticipated  to 
substantially  degrade,  decompose,  or 
depolymerize. 

5.  The  polymer  is  manufactured  or 
imported  from  monomers  and/or 
reactants  that  are  already  included  on 
the  TSCA  Chemical  Substance 
Inventory  or  manufactured  under  an 
applicable  TSCA  section  5  exemption. 

6.  The  polymer  is  not  a  water 
absorbing  polymer  with  a  number 
average  molecular  weight  (MW)  greater 
than  or  equal  to  10,000  daltons. 

Additionally,  the  polymer  also  meets 
as  required  the  following  exemption 
criteria  specified  in  40  CFR  723.250(e). 

7.  The  polymer’s  number  average  MW 
of  1,500  is  greater  than  1,000  and  less 
than  10,000  daltons.  The  polymer 
contains  less  than  10%  oligomeric 
material  below  MW  500  and  less  than 
25%  oligomeric  material  below 
MWl.OOO,  and  the  polymer  does  not 
contain  any  reactive  functional  groups. 

Thus,  polyoxyalkylated  glycerol  fatty 
acid  esters  meet  the  criteria  for  a 
polymer  to  be  considered  low  risk  under 
40  CFR  723.250.  Based  on  its 
conformance  to  the  criteria  in  this  unit, 
no  mammalian  toxicity  is  anticipated 
from  dietary,  inhalation,  or  dermal 
exposure  to  polyoxyalkylated  glycerol 
fatty  acid  esters. 

IV.  Aggregate  Exposures 

For  the  purposes  of  assessing 
potential  exposure  under  this 
exemption,  EPA  considered  that  short 
chemical  name  could  be  present  in  all 
raw  and  processed  agricultural 
commodities  and  drinking  water,  and 
that  non-occupational  non-dietary 
exposure  was  possible.  The  number 
average  MW  of  polyoxyalkylated 
glycerol  fatty  acid  e.sters  is  1,500 
daltons.  Generally,  a  polymer  of  this 
size  would  be  poorly  absorbed  through 
the  intact  gastrointestinal  tract  or 
through  intact  human  skin.  Since 
polyoxyalkylated  glycerol  fatty  acid 
esters  conform  to  the  criteria  that 
identify  a  low-risk  polymer,  there  are  no 
concerns  for  risks  associated  with  any 
potential  exposure  scenarios  that  are 
reasonably  foreseeable.  The  Agency  has 


determined  that  a  tolerance  is  not 
necessary  to  protect  the  public  health. 

V.  Cumulative  Effects  From  Substances 
With  a  Common  Mechanism  of  Toxicity 

Section  408(b)(2)(D)(v)  of  FFDCA 
requires  that,  when  considering  whether 
to  establish,  modify,  or  revoke  a 
tolerance,  the  Agency  considers 
“available  information”  concerning  the 
cumulative  effects  of  a  particular 
pesticide’s  residues  and  “other 
substances  that  have  a  common 
mechanism  of  toxicity.” 

EPA  has  not  found  polyoxyalkylated 
glycerol  fatty  acid  esters  to  share  a 
common  mechanism  of  toxicity  with 
any  other  substances,  and  short 
chemical  name  does  not  appear  to 
produce  a  toxic  metabolite  produced  by 
other  substances.  For  the  purposes  of 
this  tolerance  action,  therefore,  EPA  has 
assumed  that  polyoxyalkylated  glycerol 
fatty  acid  esters  does  not  have  a 
common  mechanism  of  toxicity  with 
other  substances.  For  information 
regarding  EPA’s  efforts  to  determine 
which  chemicals  have  a  common 
mechanism  of  toxicity  and  to  evaluate 
the  cumulative  effects  of  such 
chemicals,  see  EPA’s  Web  site  at 
http  ://www.  epa  .gov/ pestici  des/ 
cumulative. 

VI.  Additional  Safety  Factor  for  the 
Protection  of  Infants  and  Children 

Section  408(b)(2)(C)  of  FFDCA 
provides  that  EPA  shall  apply  an 
additional  tenfold  margin  of  safety  for 
infants  and  children  in  the  case  of 
threshold  effects  to  account  for  prenatal 
and  postnatal  toxicity  and  the 
completeness  of  the  data  base  unless 
EPA  concludes  that  a  different  margin  of 
safety  will  be  safe  for  infants  and 
children.  Due  to  the  expected  low 
toxicity  of  polyoxyalkylated  glycerol 
fatty  acid  esters,  EPA  has  not  used  a 
safety  factor  analysis  to  assess  the  risk. 
For  the  same  reasons  the  additional 
tenfold  safety  factor  is  unnecessary. 

VII.  Determination  of  Safety 

Based  on  the  conformance  to  the 
criteria  used  to  identify  a  low-risk 
polymer,  EPA  concludes  that  there  is  a 
reasonable  certainty  of  no  harm  to  the 
U.S.  population,  including  infants  and 
children,  from  aggregate  exposure  to 
residues  of  polyoxyalkylated  glycerol 
fatty  acid  esters. 

VIII.  Other  Considerations 

A.  Existing  Exemptions  From  a 
Tolerance 

There  are  no  existing  exemptions 
from  the  requirement  of  a  tolerance  for 
polyoxyalkylated  glycerol  fatty  acid 
esters. 


B.  Analytical  Enforcement  Methodology 

An  analytical  method  is  not  required 

for  enforcement  purposes  since  the 
Agency  is  establishing  an  exemption 
from  the  requirement  of  a  tolerance 
without  any  numerical  limitation. 

C.  International  Residue  Limits 

In  making  its  tolerance  decisions,  EPA 
seeks  to  harmonize  U.S.  tolerances  with 
international  standards  whenever 
possible,  consistent  with  U.S.  food 
safety  standards  and  agricultural 
practices.  EPA  considers  the 
international  maximum  residue  limits 
(MRLs)  established  by  the  Codex 
Alimentarius  Commission  (Codex),  as 
required  by  FFDCA  sectioi\,408(b)(4). 

The  Codex  Alimentarius  is  a  joint  U.N. 
Food  and  Agriculture  Organization/ 
World  Health  Organization  food 
standards  program,  and  it  is  recognized 
as  an  international  food  safety 
standards-setting  organization  in  trade 
agreements  to  which  the  United  States 
is  a  party.  EPA  may  establish  a  tolerance 
that  is  different  from  a  Codex  MRL; 
however,  FFDCA  section  408(b)(4) 
requires  that  EPA  explain  the  reasons 
for  departing  from  the  Codex  level. 

The  Codex  has  not  established  a  MRL 
for  polyoxyalkylated  glycerol  fatty  acid 
esters. 

IX.  Conclusion 

Accordingly,  EPA  finds  that 
exempting  residues  of  polyoxyalkylated 
glycerol  fatty  acid  esters  from  the 
requirement  of  a  tolerance  will  be  safe. 

X.  Statutory  and  Executive  Order 
Reviews 

This  final  rule  establishes  a  tolerance 
under  section  408(d)  of  FFDCA  in 
response  to  a  petition  submitted  to  the 
Agency.  The  Office  of  Management  and 
Budget  (OMB)  has  exempted  these  rules 
from  review  under  Executive  Order 
12866,  entitled  Regulatory  Planning  and 
Review  (58  FR  51735,  October  4,*1993). 
Because  this  final  rule  has  been 
exempted  from  review  under  Executive 
Order  12866,  this  final  rule  is  not 
subject  to  Executive  Order  13211, 
entitled  Actions  Concerning  Regulations 
That  Significantly  Affect  Energy  Supply, 
Distribution,  or  Use  (66  FR  28355,  May 
22,  2001)  or  Executive  Order  13045, 
entitled  Protection  of  Children  from 
Efnvironmental  Health  Risks  and  Safety 
Risks  (62  FR  19885,  April  23,  1997). 

This  final  rule  does  not  contain  any 
information  collections  subject  to  OMB 
approval  under  the  Paperwork 
Reduction  Act  (PRA),  44  U.S.C.  3501  et 
seq.,  nor  does  it  involve  any  technical 
standards  that  would  require  Agency 
consideration  of  voluntary  consensus 
standards  pursuant  to  section  12(d)  of 
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the  National  Technology  Transfer  and 
Advancement  Act  of  1995  (NTT  A  A), 
Public  Law  104-113,  section  12(d)  (15 
U.S.C.  272  note). 

Since  tolerances  and  exemptions  that 
are  established  on  the  basis  of  a  petition 
under  section  408(d)  of  FFDCA,  such  as 
the  tolerance  in  this  final  rule,  do  not 
require  the  issuance  of  a  proposed  rule, 
the  requirements  of  the  Regulatory 
Flexibility  Act  (RFA)  (5  O.S.C.  601  et 
seq.)  do  not  apply. 

This  final  rule  directly  regulates 
growers,  food  processors,  food  handlers, 
and  food  retailers,  not  States  or  tribes, 
nor  does  this  action  alter  the 
relationships  or  distribution  of  power 
and  responsibilities  established  by 
Congress  in  the  preemption  provisions 
of  section  408(n)(4)  of  FFDCA.  As  such, 
the  Agency  has  determined  that  this 
action  will  not  have  a  substantial  direct 
effect  on  States  or  tribal  governments, 
on  the  relationship  between  the  national 
government  and  the  States  or  tribal 
governments,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government  or  between 
the  Federal  Government  and  Indian 
tribes,  or  otherwise  have  any  unique 
impacts  on  local  governments.  Thus,  the 
Agency  has  determined  that  Executive 
Order  13132,  entitled  Federalism  (64  FR 
43255,  August  10,  1999)  and  Executive 
Order  13175,  entitled  Consultation  and 
Coordination  with  Indian  Tribal 
Governments  (65  FR  67249,  November  • 
9,  2000)  do  not  apply  to  thi^  final  rule. 


In  addition,  this  final  rule  does  not 
impose  any  enforceable  duty  or  contain 
any  unfunded  mandate  as  described 
under  Title  II  of  the  Unfunded  Mandates 
Reform  Act  of  1995  (UMRA)  (Pub.  L. 
104-4). 

Although  this  action  does  not  require 
any  special  considerations  under 
Executive  Order  12898,  entitled  Federal 
Actions  to  Address  Environmental 
Justice  in  Minority  Populations  and 
Low-Income  Populations  (59  FR  7629, 
February  16,  1994),  EPA  seeks  to 
achieve  environmental  justice,  the  fair 
treatment  and  meaningful  involvement 
of  any  group,  including  minority  and/or 
low-income  populations,  in  the 
development,  implementation,  and 
enforcement  of  environmental  laws, 
regulations,  and  policies.  As  such,  to  the 
extent  that  information  is  publicly 
available  or  was  submitted  in  comments 
to  EPA,  the  Agency  considered  whether 
groups  or  segments  of  the  population,  as 
a  result  of  their  location,  cultural 
practices,  or  other  factors,  may  have 
atypical  or  disproportionately  high  and 
adverse  human  health  impacts  or 
environmental  effects  from  exposure  to 
the  pesticide  discussed  in  this 
document,  compared  to  the  general 
population. 

XI.  Congressional  Review  Act 

The  Congressional  Review  Act,  5 
U.S.C.  801  et  seq.,  generally  provides 
that  before  a  rule  may  take  effect,  the 
agency  promulgating  the  rule  must 


submit  a  rule  report  to  each  House  of 
the  Congress  and  to  the  Comptroller 
General  of  the  United  States.  EPA  will 
submit  a  report  containing  this  rule  and 
other  required  information  to  the  U.S. 
Senate,  the  U.S.  House  of 
Representatives,  and  the  Comptroller 
General  of  the  United  States  prior  to 
publication  of  this  rule  in  the  Federal 
Register.  This  rule  is  not  a  “major  rule” 
as  defined  by  5  U.S.C.  804(2). 

List  of  Subjects  in  40  CFR  Part  180 

Environmental  protection. 
Administrative  practice  and  procedure. 
Agricultural  commodities.  Pesticides 
and  pests,  Reporting  and  recordkeeping 
requirements. 

Dated:  November  17,  2010. 

G.  Jeffery  Herndon, 

Acting  Director,  Registration  Division,  Office 
of  Pesticide  Programs. 

■  Therefore,  40  CFR  chapter  I  is 
amended  as  follows: 

PART  180— [AMENDED] 

■  1.  The  authority  citation  for  part  180 
continues  to  read  as  follows: 

Authority:  21  U.S.C.  321(q),  346a  and  371. 

■  2.  In  §  180.960,  the  table  is  amended 
by  adding  alphabetically  the  following 
polymers  to  read  as  follows: 

§  180.960  Polymers;  exemptions  from  the 
requirement  of  a  tolerance. 

*  *  *  *  * 


Polymer  '  CAS  No. 


Polyoxyalkylated  glycerol  fatty  acid  esters;  the  mono-, 
di-,  or  triglyceride  mixtures  of  Cs  through  C22,  primarily  Cx  through  Cig  saturated 
and  unsaturated,  fatty  acids  containing  up  to  15%  water  by  weight  reacted  with  a 
minimum  of  three  moles  of  either  ethylene  oxide  or  propylene  oxide:  the  resulting 
polyoxyalkylated  glycerol  ester  polymer  minimum  number  average  molecular  weight 
(in  amu),  1,500. 


61791-23-9,  68201-46-7,  68440-49-3,  68458-88-8, 
68606-12-2,  68648-38-4,  70377-91-2,  70914-02-2, 
72245-12-6,  72698-41-3,  180254-52-8,  248273- 
72-5,  308063-50-5,  952722-33-7. 
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BILLING  CODE  6S60-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  261 

[EPA-R06-RCRA-201 0-0066;  SW  FRL- 
9231-4] 

Hazardous  Waste  Management 
System;  Identification  and  Listing  of 
Hazardous  Waste;  Withdrawal  of  Direct 
Final  Exclusion 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Withdrawal  of  direct  final 
exclusion. 


SUMMARY:  Because  EPA  received 
adverse  comments,  we  are  withdrawing 
the  direct  final  exclusion  for 
ExxonMobil  Refining  and  Supply 
Company — Beaumont  Refinery, 
published  on  October  1,  2010. 

DATES:  Effective  November  24,  2010, 
EPA  withdraws  the  direct  final 
exclusion  published  at  75  FR  60632,  on 
October  1,  2010. 

FOR  FURTHER  INFORMATION  CONTACT: 

Michelle  Peace,  Environmental 
Protection  Agency,  Multimedia 
Planning  and  Permitting  Division, 
RCRA  Branch,  Mail  Code:  6PD-C,  1445 
Ross  Avenue,  Dallas,  TX  75202,  by 
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calling  (214)  665-7430  or  by  e-mail  at 
peace.michelle@epa.gov. 

SUPPLEMENTARY  INFORMATION:  Because 
EPA  received  adverse  comments,  we  are 
withdrawing  the  direct  final  exclusion 
for  ExxonMobil  Refining  and  Supply 
Company — Beaumont  Refinery, 
published  on  October  1,  2010,  75  PR  . 
60632.  We  stated  that  in  the  direct  final 
rule  that  if  we  received  adverse 
comment  by  November  1,  2010,  the 
direct  final  rule  would  not  take  effect 
and  we  would  publish  a  timely 
withdrawal  in  the  Federal  Register.  We 
subsequently  received  adverse  comment 
on  that  direct  final  rule.  W6  will  address 
the  comments  submitted  in  a 
subsequent  final  action  which  will  be 
based  on  the  parallel  proposed  rule  also 
published  on  October  1,  2010,  75  FR 
60689.  As  stated  in  the  direct  final  rule 
and  the  parallel  proposed  rule,  we  will 
not  institute  a  second  comment  period 
on  this  action. 

Dated:  November  16,  2010. 

Bill  Luthans, 

Acting  Director,  Multimedia  Planning  and 
Permitting  Division. 

m  Accordingly,  the  amendments  to  the 
rule  published  on  October  1,  2010,  75 
FR  60632  are  withdrawn  as  of 
November  24,  2010  until  an  action 
making  the  exclusion  final  is  published. 

(FR  Doc.  2010-29630  Filed  11-23-10;  8:45  am] 
BILUNG  CODE  6560-50-P 


DEPARTMENT  OF  DEFENSE 

Defense  Acquisition  Regulations 
System 

48  CFR  Parts  215,  234,  242,  and  252 

RIN  0750-AG46 

Defense  Federal  Acquisition 
Regulation  Supplement;  Cost  and 
Software  Data  Reporting  System 
(DFARS  Case  2008-D027) 

AGENCY:  Defense  Acquisition 
Regulations  System,  Department  of 
Defense  (DoD). 

ACTION:  Final  rule. 


SUMMARY:  DoD  is  issuing  a  final  rule  to 
amend  the  Defense  Federal  Acquisition 
Regulation  Supplement  (DFARS)  to 
address  DoD  Cost  and  Software  Data 
Reporting  system  requirements  for 
Major  Defense  Acquisition  Programs 
and  Major  Automated  Information 
Systems. 

DATES:  Effective  Date:  November  24, 

2010. 


FOR  FURTHER  INFORMATION  CONTACT:  Ms. 

Mary  Overstreet,  Telephone  703-602- 
0311.  , 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  DoD  cost  and  software  data 
reporting  (CSDR)  system  establishes 
requirements  for  proposals  and  contract 
performance  for  major  defense 
acquisition  programs  (as  defined  in  10 
U.S.C.  2430)  and  major  automated 
information  systems  (as  defined  in  10 
U.S.C.  2445a).  . 

During  the  proposal  process,  offerors 
are  required  to — 

•  Describe  the  process  to  be  used  t« 
satisfy  the  requirements  of  the  CSDR 
Manual  (DoD  5000.04-M-l)  and  the 
Government-approved  CSDR  plan;  and 

•  Submit  certain  cost  information 
with  the  pricing  proposal. 

During  contract  performance,  the 
contractor  is  required  to — 

Use  a  documented  CSDR  process 
for  reporting; 

•  Use  the  Government-approved 
contract  CSDR  plan  as  the  basis  for 
reporting;  and 

•  Require  subcontractors  to  comply 
with  the  cost  and  software  data 
reporting  requirements. 

DoD  published  a  proposed  rule  at  75 
FR  25165  on  May  7,  2010.  The  public 
comment  period  closed  July  6,  2010. 

Two  respondents  submitted  comments 
that  are  grouped  under  four  comment 
categories.  Based  on  public  comments, 
changes  were  made  to  the  proposed 
rule.  Major  changes  in  the  final  rule  are 
as  follows: 

•  Explaining  that  the  two  principal 
components  of  the  CSDR  system  are  the 
contractor  cost  data  reporting  (CCDR) 
and  the  software  resources  data 
reporting  (SRDR)  (DFARS  234.7100(a)). 

•  Clarifying  the  solicitation  and 
contract  clause  prescriptions  (DFARS 
234.7101). 

•  Including  the  approval  authority  for 
applying  the  CSDR  requirements  at 
lower  dollar  thresholds  (DFARS 
234.7101(b)(2)). 

•  Removing  the  requirement  to 
submit  DD  Form  1921-2,  Progress  Curve 
Report,  with  the  offeror’s  pricing 
proposal  (DFARS  252.234-7003(b)(6)). 

•  Removing  the  reference  to  DD  Form 
1921-3,  Contractor  Business  Data 
Report  (DFARS  242.503-2(b)  and 

252.234-7004,  Cost  and  Software  Data 
Reporting  System). 

•  Restructuring  the  solicitation 
provision  to  clarify  proposal  submission 
requirements  (DFARS  252.234-7003). 

•  Providing  an  Alternate  I  to  the 
solicitation  provision  and  to  the  clause 
to  accommodate  CSDR  requirements  at 


lower  dollar  thresholds  (DFARS 

252.234-7003  and  252.234-7004). 

II.  Discussion  and  Analysis 

The  following  paragraphs  address  the 
four  categories  of  comments  and  DoD 
responses: 

1.  DD  1921-2,  Progress  Curve  Report  . 

Comment:  A  respondent  noted  that 

DD  Form  1921-2  Progress  Curve  Report, 
required  to  be  submitted  by  offerors,  in 
accordance  with  paragraph  (a)(3)  of 
DFARS  252.234-70XX  in  the  proposed 
rule,  is  designed  to  collect  unit/lot  cost 
data  and  is,  therefore,  not  applicable  to 
contracts  that  do  not  procure  units  or 
lots.  The  respondent  recommended 
revising  the  solicitation  requirements. 

Response:  DoD  agrees  that  the  DD 
1921-2  is  not  required  to  be  submitted 
with  the  contractor’s  pricing  proposal 
and  has  revised  DFARS  provision 

252.234-7003  in  the  final  rule 
accordingly. 

2.  The  DD  1921-3,  Contractor  Business 
Data  Report 

a.  Basis  for  Reporting 

Comment:  A  respondent  noted  that 
paragraph  (a)(3)  of  DFARS  252.234- 
70 YY  in  the  proposed  rule  directs  “the 
Contractor  (to)  use  DD  Form  1921-3, 
Contractor  Business  Data  Report,  as  the 
basis  for  reporting  in  accordance  with 
the  required  CSDR  data  item 
descriptions  (DIDs).”  DD  Form  1921-3, 
Contractor  Business  Data  Report,  is  not 
a  basis  for  reporting,  but  is  a  report  to 
be  prepared  and  submitted  by  the 
contractor  in  accordance  with  DID  DI- 
FNCL-81765A.  The  respondent 
suggested  removing  the  reference  to  DD 
Form  1921-3. 

Response:  DoD  agrees  and  deleted  the 
requirement  for  DD  Form  1921-3, 
Contractor  Business  Data  Report,  from 
clause  252.234-7004  in  the  final  rule. 

b.  Exempt  Below  $50  Million 

Comment:  One  respondent  asked  if  a 
subcontractor  is  exempt  from  reporting 
if  it  incurs  less  than  $50  million  on  a 
program,  or  if  the  reporting 
requirements  apply  to  all  levels  of 
subcontractors  regardless  of  level  of 
participation  in  the  program. 

Response:  DoD  revised  the  solicitation 
provision  and  contract  clause  to  clarify 
applicability  to  subcontracts. 

c.  Specific  Guidance  Is  Necessary 

Comment:  One  respondent  had 
numerous  questions  concerning  the 
completion  of  DD  Form  1921-3. 

Response:  Questions  relating  to  DD 
Form  1921-3  preparation  guidance  are 
outside  the  scope  of  this  rule  and 
should  be  referred  directly  to  the 
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Defense  Cost  and  Resource  Center. 
References  to  DD  Form  1921-3  have 
been  removed  from  this  final  rule. 

3.  Solicitation  Provision  and  Contract 
Clause  Prescriptions 

Comment:  A  respondent  noted  that 
“Paragraphs  (a)  and  (b)  of  234.7101, 
Solicitation  provision  and  contract 
clause,  appear  to  be  intended  to 
'  distinguish  between  solicitation 
instructions  and  contract  requirements, 
as  well  as  Contractor  Cost  Data 
Reporting  (CCDR)  thresholds  (>  $50M) 
versus  Software  Resources  Data 
Reporting  (SRDR)  thresholds  (>  $2pM).” 
Accordingly,  the  respondent  suggested 
revising  the  paragraphs  to  clarify  the 
distinctions. 

Response:  DoD  agrees  and  has  revised 
the  cited  paragraphs  accordingly. 

4.  Contractor  Cost  and  Data  Reporting 
Application 

Comment:  One  respondent  asked 
whether  cost  allocations  are  going  to  be 
considered  valid  contract  costs  and  if 
this  supersedes  FAR  31.201.  The 
respondent  also  asked  what  allowance 
is  provided  for  contractors  with 
accounting  software  that  does  not 
accommodate  the  additional  data  fields 
necessary  to  map  the  offeror’s 
accounting  system  to  the  CCDR  data 
item  descriptions. 

Response:  DoD  notes  that  the  5000 
series  regulations  express  a  strong 
preference  for  actual  cost  data. 

However,  the  use  of  cost  allocations  is 
not  prohibited;  clause  252.234-7003 
asks  for  actual  cost  data  to  be  used  “to 
the  maximum  extent  possible” 

(emphasis  added).  On  the  second  point, 
DoD  notes  that  the  required  mapping 
does  not  necessitate  .unique  software 
applications.  DoD  expects  its 
contractors  to  use  standard  and  readily 
available  electronic  software 
applications  such  as  electronic  ' 
spreadsheets  (e.g.,  MS-Excel®)  or  word 
processing  formats  (§.g.,  MS-Word®). 

III.  Executive  Order  12866 

This  is  not  a  significant  regulatory 
action  and,  therefore,  was  not  subject  to 
review  under  section  6(b)  of  Executive 
Order  12866,  Regulatory  Planning  and 
Review,  dated  September  30,  1993.  This 
rule  is  not  a  major  rule  under  5  U.S.C. 
804. 

IV.  Regulatory  Flexibility  Act 

DoD  has  prepared  a  final  regulatory 
flexibility  analysis  consistent  with  5 
U.S.C.  604.  A  copy  of  the  analysis  may 
be  obtained  from  the  individual 
specified  herein.  The  analysis  is 
summarized  as  follows: 


The  objective  of  the  rule  is  to  set  forth 
cost  and  software  data  reporting  (CSDR) 
system  reporting  requirements  that  are 
essential  for  DoD  to  estimate  the  cosf  of 
current  and  future  weapon  systems.  The 
data  are  also  very  useful  in  performing 
contract  price  analysis,  comparing 
prices  of  similar  systems,  and  for 
capturing  contractor-provided  cost 
estimates  in  standard  formats  to 
facilitate  comparison  across  several 
contractors. 

The  rule  will  apply  to  DoD  major 
defense  acquisition  program  (MDAP) 
and  major  automated  information 
system  (MAIS)  contractors.  Due  to  the 
magnitude  of  these  major  programs, 
most  small  businesses  are  not  MDAP  or 
MAIS  contractors.  DoD  solicited 
comments  from  small  entities  and  other  ’ 
interested  parties  (proposed  rule  at  75 
FR  25165).  No  comments  were  received 
from  small  entities  on  the  impact  of  this 
rule  and  none  of  the  comments  was  in 
response  to  the  initial  regulatory 
flexihility  analysis.  Therefore,  there  is 
no  change  to  the  rule  in  this  regard. 

This  final  rule  sets  forth  existing  DoD 
CSDR  requirements  for  weapon  system 
programs  for  proposal  submission  and 
contract  performance. 

During  the  proposal  process,  in 
response  to  solicitations,  offerors  are 
required  to — 

•  Describe  the  standard  CSDR  process 
to  be  used  to  satisfy  the  requirements  of 
the  CSDR  Manual,  DoD  5000.04-M-l, 
and  the  Government  approved  CSDR 
plan,  DD  Form  2794,  and  the  related  . 
Resource  Distribution  Table  (RDT); 

•  Provide  comments  on  the  adequacy 
of  the  CSDR  contract  plan,  and  the 
related  RDT  contained  in  the 
solicitation;  and, 

•  Submit  with  their  pricing  proposal: 
DD  Form  1921,  Cost  Data  Summary 
Report,  and  DD  Form  1921-1, 

F'unctional  Cost-Hour  Report. 

During  contract  performance,  the 
contractor  will  be  required  to — 

•  Utilize  a  documented  CSDR  process 
that  satisfies  the  guidelines  contained  in 
the  DoD  5p00.04-M-l,  CSDR  Manual; 

•  Use  management  procedures  that 
provide  for  generation  of  timely  and 
reliable  information  for  the  two 
principal  components  of  the  CSDR 
system;  Contractor  cost  data  reports  and 
software  resources  data  reports; 

•  Use  the  Government-approved 
contract  CSDR  plan,  DD  Form  2794, 
with  the  related  RDT;  and 

•  Require  subcontractors,  or 
subcontracted  effort  if  subcontractors 
have  not  been  selected,  to  comply  with 
the  CSDR  requirements. 

This  final  rule  is  not  expected  to  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 


within  the  meaning  of  the  Regulatory 
Flexibility  Act,- 5  U.S.C.  601,  etseq.,  as 
most  MDAP  and  MAIS  contractors  are 
large  businesses.  For  reporting, 
contractors  are  expected  to  use  standard 
and  readily  available  electronic  software 
applications  such  as  electronic 
spreadsheets  (e.g.,  MS-Excel®)  or  word 
processing  formats  (e.g.,  MS-Word*)  to 
show'  the  necessary  mapping  from  their 
accounting  systems  into  the  standard 
CCDR  formats. 

V.  Paperwork  Reduction  Act 

The  information  collection 
requirements  a.ssociated  with  this  rule 
were  approved  by  the  Office  of 
Management  and  Budget  under  - 
Clearance  Number  0704-0188, 
Acquisition  Management  Systems  and 
Data  Requirements  Control  List.  The 
revisions  in  the  final  rule  will  not 
change  the  burden  hours  approved 
under  Clearance  Number  0704-0188. 

List  of  Subjects  in  48  CFR  Parts  215, 

234,  242,  and  252 

Government  procurement. 

Ynette  R.  Shelkin, 

Editor,  Defense  Acquisition  Regulations 
System. 

■  Therefore,  48  CFR  parts  215,  234,  242, 
and  252  are  amended  as  follows: 

■  1.  The  authority  citation  for  48  CFR 
parts  215,  234,  242,  and  252  continues 
to  read  as  follows: 

Authority:  41  U.S.C.  421  and  48  CFR 
chapter  1. 

PART  215— CONTRACTING  BY 
NEGOTIATION 

215.403-5  [Removed] 

■  2.  Remove  section  215.403-5. 

PART  234— MAJOR  SYSTEM 
ACQUISITION 

■  3.  Subpart  234.71  is  added  to  read  as 
follows: 

Subpart  234.71 — Cost  and  Software  Data 
Reporting 

Sec. 

234.7100  Policy. 

234.7101  Solicitation  provision  and 
contract  clause. 

Subpart  234.71 — Cost  and  Software 
Data  Reporting 

234.7100  Policy. 

(a)  The  cost  and  software  data 
reporting  (CSDR)  requirement  is 
mandatory  for  major  defense  acquisition 
programs  (as  defined  in  10  U.S.C.  2430).'. 
and  major  automated  information 
system  programs  (as  defined  in  10 
U.S.C.  2445a)  as  specified  in  DoDI 


71562  Federal  Register/ Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Rules  and  Regulations 


5000.02,  Operation  of  the  Defense 
Acquisition  System  and  the  DoD 
5000.04-M-l,  CSDR  Manual.  The  CSDR 
system  is  applied  in  accordance  with 
the  reporting  requirements  established 
in  DoDI  5000.02.  The  two  principal 
components  of  the  CSDR  system  are 
contractor  cost  data  reporting  and 
software  resources  data  reporting. 

(b)  Prior  to  contract  award, 
contracting  officers  shall  consult  with 
the  Defense  Cost  and  Resource  Center  to 
determine  that  the  offeror  selected  for 
award  has  proposed  a  standard  CSDR 
system,  as  described  in  the  offeror’s 
proposal  in  response  to  the  provision  at 

252.234-7003,  that  is  in  compliance 
with  DoDI  5000.02,  Operation  of  the 
Defense  Acquisition  System,  and  the 
DoD  5000.04-M-l,  CSDR  Manual. 

(c)  Contact  information  for  the 
Defense  Cost  and  Resource  Center  and 
the  Deputy  Director,  Cost  Assessment,  is 
located  at  PCI  234.7100. 

234.7101  Solicitation  provision  and 
contract  clause. 

(a) (1)  Use  the  provision  at  252.234- 

7003,  Notice  of  Cost  and  Software  Data 
Reporting  System,  in  all  solicitations 
that  include  the  clause  at  252.234-7004, 
Cost  and  Software  Data  Reporting. 

(2)  Use  the  provision  with  its 
Alternate  I  when  the  clause  at  252.234- 

7004,  Cost  and  Software  Data  Reporting, 
is  used  with  its  Alternate  I. 

(b) (1)  Use  the  clause  at  252.234-7004, 
Cost  and  Software  Data  Reporting 
System,  in  all  solicitations  and  contracts 
for  major  defense  acquisition  programs 
and  major  automated  information 
system  programs  that  exceed  $50 
million. 

(2)  Use  the  clause  with  its  Alternate 
I  in  solicitations  and  contracts  for  major 
defense  acquisition  programs  and  major 
automated  information  system  programs 
with  a  value  equal  to  or  greater  than  $20 
million  but  less  than  or  equal  to  $50 
million,  when  so  directed  by  the 
program  manager  with  the  approval  of 
the  OSD  Deputy  Director,  Cost 
Assessment. 

PART  242— CONTRACT 
ADMINISTRATION  AND  AUDIT 
SERVICES 

■  4;  Designate  the  current  text  of  section 
242.503^2  as  paragraph  (a)  and  add  new 
paragraph  (b)  to  read  as  follows: 

242.503-2  Postaward  conference 
procedure. 

***** 

(b)  For  contracts  that  include  the 
clause  at  252.234-7004,  Cost  and 
Software  Data  Reporting,  postaward 
conferences  shall  include  a  discussion 
of  the  contractor’s  standard  cost  and 


software  data  reporting  (CSDR)  process 
that  satisfies  the  guidelines  contained  in 
the  DoD  5000.04-M-l,  CSDR  Manual, 
and  the  requirements  in  the 
Government-approved  CSDR  plan  for 
the  contract,  DD  Form  2794,  and  related 
Resource  Distribution  Table. 

PART  252— SOLICITATION 
PROVISIONS  AND  CONTRACT 
CLAUSES 

■  5.  Add  section  252.234-7003  to  read 
as  follows: 

252.234-7003  Notice  of  Cost  and  Software 
Data  Reporting  System.  (NOV  2010) 

As  prescribed  in  234-7101(a)(l),  use 
the  following  provision: 

NOTICE  OF  COST  AND  SOFTWARE 
DATA  REPORTING  SYSTEM  (NOV 
2010) 

(a)  This  solicitation  includes — 

(1)  The  Government-approved  cost  and 
software  data  reporting  (CSDR)  plan  for  the 
contract,  DD  Form  2794;  and 

(2)  The  related  Resource  Distribution 
Table. 

(b)  As  part  of  its  proposal,  the  offeror 
shall — 

(1)  Describe  the  process  to  be  used  to 
satisfy  the  requirements  of  the  DoD  5000.04- 
M-l,  CSDR  Manual,  and  the  Government- 
approved  CSDR  plan  for  the  proposed 
contract; 

(2)  Demonstrate  how  contractor  cost  and 
data  reporting  (CCDR)  will  be  based,  to  the 
maximum  extent  possible,  upon  actual  cost 
transactions  and  not  cost  allocations; 

(3)  Demonstrate  how  the  data  from  its 
accounting  system  will  be  mapped  into  the 
standard  reporting  categories  required  in  the 
CCDR  data  item  descriptions; 

(4)  Describe  how  recurring  and 
nonrecurring  costs  will  be  segregated; 

(5)  Provide  comments  on  the  adequacy  of 
the  CSDR  contract  plan  and  related  Resource 
Distribution  Table;  and  • 

(6)  Submit  the  DD  Form  1921,  Cost  Data 
Summary  Report,  and  DD  Form  1921-1, 
Functional  Cost-Hour  Report,  with  its  pricing 
proposal.  ■ 

(c)  CSDR  reporting  will  be  required  for 
subcontractors  at  ^y  tier  with  a  subcontract 
that  exceeds  S50  million.  The  offeror  shall 
identify,  by  providing  comments  on  the 
Resource  Distribution  Table,  the 
subcontractors,  or,  if  the  subcontractors  have 
not  been  selected,  the  subcontracted  effort  in 
this  category. 

(End  of  provision) 

Alternate  I  (NOV  2010).  As  prescribed 
in  234.7101(a)(2),  substitute  tlie 
following  paragraph  (c)  for  paragraph  (c) 
of  the  basic  provision: 

(c)  CSDR  reporting  will  be  required  for 
subcontractors  for  selected  subcontracts 
identified  in  the  CSDR  contract  plan  as 
requiring  such  reporting.  The  offeror  shall 
identify,  by  providing  comments  on  the 
Resource  Distribution  Table,  the 


subcontractors,  or,  if  the  subcontractors  have 
not  been  selected,  the  subcontracted  effort. 

■  6.  Add  section  252.234-7004  to  read 
as  follows: 

252.234-7004  Cost  and  Software  Data 
Reporting  System.  (NOV  2010) 

As  prescribed  in  234.7101(b)(1),  use 
the  following  clause: 

COST  AND  SOFTWARE  DATA 
reporting  system  (NOV  2010) 

(a)  In  the  performance  of  this  contract,  the 
Contractor  shall  use — 

(1)  A  documented  standard  cost  and 
software  data  reporting  (CSDR)  process  that 
satisfies  the  guidelines  contained  in  the  DoD 
5000.04-M-l,  CSDR  Manual; 

(2)  Management  procedures  that  provide 
for  generation  of  timely  and  reliable 
information  for  the  contractor  cost  data 
reports  (CCDRs)  and  software  resources  data 
reports  (SRDRs)  required  by  the  CCDR  and 
SRDR  data  items  of  this  contract;  and 

(3)  The  Government-approved  CSDR  plan 
for  this  contract,  DD  Form  2794,  and  the 
related  Resource  Distribution  Table  as  the 
basis  for  reporting  in  accordance  with  the 

'  required  CSDR  data  item  descriptions. 

(b)  The  Contractor  shall  require  CSDR 
reporting  from  subcontractors  at  any  tier  with 
a  subcontract  that  exceeds  S50  million.  H,  for 
subcontracts  that  exceed  $50  million,  the 
Contractor  changes  subcontractors  or  makes 
new  subcontract  awards,  the  Contractor  shall 
notify  the  Government. 

(End  of  clause) 

Alternate  I  (NOV  2010).  As  prescribed 
in  234.7101(b)(2),  substitute  the 
following  paragraph  (b)  for  paragraph 
(b)  of  the  basic  clause: 

(b)  The  Contractor  shall  require  CSDR 
reporting  from  selected  subcontractors 
identified  in  the  CSDR  contract  plan  as 
requiring  such  reporting.  If  the  Contractor 
changes  subcontractors  or  makes  new  awards 
for  selected  subcontract  effort,  the  Contractor 
shall  notify  the  Government. 

[FR  Doc.  2010-29496  Filed  11-23-10;  8:45  am] 
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SUMMARY:  DoD  is  adopting  as  final,  with 
a  minor  change,  an  interim  rule 
amending  the  DFARS  to  implement 
section  819  of  the  National  Defense 
Authorization  Act  for  Fiscal  Year  2010. 
Section  819  places  limitations  on 
certain  types  of  line  items  and  contract 
options  that  may  be  included  in 
contracts  initially  awarded  pursuant  to 
competitive  solicitations. 

DATES:  Effective  Date:  November  24, 

2010. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Meredith  Murphy,  703-602-1302. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

DoD  published  an  interim  rule  in  the 
Federal  Register  at  75  FR  32638  on  June 
8,  2010,  to  implement  section  819  of  the 
National  Defense  Authorizatidh  Act  for 
Fiscal  Year  2010. -The  interim  rule 
added  coverage  at  DFARS  217.202  and 
234.005-1.  The  intent  of  the  statute  is  to 
prevent  a  contract  for  new  technology 
that  is  initially  awarded  as  a  result  of 
competition,  from  becoming  a 
noncompetitive  effort  for  the 
development  of  advance  components  or 
the  procurement  of  prototype  units.  The 
DFARS  implementation  places  specific 
limits,  in  accordance  with  the  statute, 
on  the  dollar  value,  period  of 
performance,  and  time  for  exercise  of 
contract  line  items  or  contract  options 
for  such  contracts. 

The  comment  period  closed  on 
August  9,  2010.  A  single  comment  was 
received  in  response  to  the  interim  rule. 
The  respondent  commented  that 
including  the  change  in  DFARS  part  234 
will  result  in  users  following  this 
requirement  only  when  procuring  major 
systems.  This  issue  was  raised  during 
the  preparation  of  the’ interim  rule.  DoD 
confirmed  that  part  234  is  the  optimal 
location,  but  has  added  to  DFARS  part 
235,  Research  and  Development  , 
Contracting,  a  second  cross-reference  to 
the  part  234  coverage. 

II.  Executive  Order  12866 

This  is  not  a  significant  regulatory 
action  and,  therefore,  was  not  subject  to 
review  under  section  6(b)  of  Executive 
Order  12866,  Regulatory  Planning  and 
Review,  dated  September  30,  1993.  This 
rule  is  not  a  major  rule  under  5  U.S.C. 
804. 

III.  Regulatory  Flexibility  Act 

DoD  certifies  that  this  final  rule  will 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small  entities 
within  the  meaning  of  the  Regulatory 
Flexibility  Act,  5  U.S.C.  601,  et  seq., 
because  the  changes  are  to  internal 
Government  operating  procedures. 


Specifically,  the  final  rule  implements 
section  819  of  the  National  Defense 
Authorization  Act  for  Fiscal  Year  2010. 
Section  819  places  limitations  on 
certain  types  of  line  items  and  contract 
options  that  may  be  included  in 
contracts  initially  awarded  pursuant  to 
competitive  solicitations.  When  the 
prohibition  applies,  it  limits  the  dollar 
value,  period  of  performance,  and  time 
for  exercise  of  such  contract  line  items 
or  contract  options.  The  intent  of  the 
final  rule  is  to  prevent  a  contract  for 
new  technology  that  is  initially  awarded 
as  a  result  of  competition  from 
becoming  a  noncompetitive  effort  for 
the  development  of  advanced 
components  or  the  procurement  of 
prototype  units. 

IV.  Paperwork  Reduction  Act 

The  Paperwork  Reduction  Act  does 
not  apply  because  the  final  rule  does  not 
impose  any  information  collection 
requirements  that  require  the  approval 
of  the  Office  of  Management  and  Budget 
under  44  U.S.C.  3501,  et  seq. 

List  of  Subjects  in  48  CFR  Parts  217, 

234,  and  235 

Government  procurement. 

Clare  M.  Zebrowski, 

Editor,  Defense  Acquisition  Regulations 
System. 

Interim  Rule  Adopted  as  Final  With 
Changes 

■  Accordingly,  the  interim  rule 
amending  48  CFR  parts  217  and  234, 
which  was  published  in  the  Federal 
Register  at  75  FR  32638  on  June  8,  2010, 
is  adopted  as  final  with  the  following 
changes: 

■  1.  The  authority  citation  for  48  CFR 
parts  217,  234,  and  235  continues  to 
read  as  follows: 

Authority:  41  U.S.C.  421  and  48  CFR 
chapter  1. 

PART  235— RESEARCH  AND 
DEVELOPMENT  CONTRACTING 

■  2.  Section  235.006-71  is  added  to 
subpart  235.006  to  read  as  follows: 

235.006-71  Competition. 

See  234.005-1  for  limitations  on  the 
use  of  contract  line  items  or  contract 
options  for  the  provision  of  advanced 
component  development  or  prototypes 
of  technology  developed  under  a 
competitively  awarded  proposal. 

(FR  Doc.  2010-29498  Filed  11-23-10;  8:45  am] 
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DEPARTMENT  OF  DEFENSE 

Defense  Acquisition  Regulations 
System 

48  CFR  Part  237 

Defense  Federal  Acquisition 
Regulation  Supplement;  Services  of 
Senior  Mentors  (DFARS  Case  2010- 
D025) 

AGENCY:  Defense  Acquisition 
Regulations  System,  Department  of 
Defense  (DoD). 

ACTION:  Final  rule. 


SUMMARY:  DoD  is  issuing  a  final  rule 
amending  the  Defense  Federal 
Acquisition  Regulation  Supplement 
(DFARS)  to  implement  DoD  policy  on 
the  services  of  senior  mentors. 

DATES:  Effective:  November  24,  2010. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Meredith  Murphy,  703-602-1302, 
Defense  Acquisition  Regulations 
System,  OUSD  (AT&L)  DPAP/DARS, 
3060  Defense  Pentagon,  Room  3B855, 
Washington,  DC  20301-3060. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

This  DFARS  case  is  implementing  the 
DoD  policy  on  the  services  of  senior 
mentors.  These  policies  are  set  forth  in 
two  memoranda: 

•  Secretary  of  Defense  Memorandum 
entitled  “Policy  on  Senior  Mentors,” 
dated  April  1,  2010;  and 

•  Deputy  Secretary  of  Defense 
Memorandum  entitled  “Implementation 
Guidance  on  Senior  Mentor  Policy,” 
dated  July  8,  2010. 

This  case  is  being  published  as  a  final 
rule  because  the  policy  changes  have 
already  been  established  by  the 
Secretary  of  Defense  and  the  Deputy 
Secretary  of  Defense  in  their  policy 
memoranda.  The  DFARS  language 
incorporated  by  this  rule  is 
implementing  the  policy  established  in 
the  memoranda,  which  impacts  internal 
DoD  operations  with  no  impact  on  the 
public.  Therefore,  publication  for  public 
comments  is  not  necessary. 

II.  Discussion 

Senior  mentors  are  retired  flag, 
general,  or  other  military  officers  or 
retired  senior  civilian  officials  who 
provide  expert  experience-based 
mentoring,  teaching,  training,  advice, 
and  recommendations  to  senior  military 
officers,  staff,  and  students  as  they 
participate  in  war  games,  warfighting 
courses,  operational  planning, 
operational  exercises,  and  decision¬ 
making  exercises.  The  relevant  prior 
service,  joint  force  experience,  and 
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unique  expertise  of  senior  mentors 
provide  senior  leadership  with  valuable 
insights  and  contribute  to  the 
continuous  improvement  of  the  DoD 
operations. 

Because  of  DoD’s  increased  need  for 
senior  mentors  to  participate  in 
warfighting  exercises  and  its  desire  to 
promote  public  trust  and  confidence  in 
the  integrity  of  its  programs  and 
operations,  the  Secretary  has  directed 
the  adoption  of  a  uniform  hiring  process 
that  will  provide  consistency  and 
transparency  to  the  senior  mentor 
program.  Specifically,  the  Secretary  has 
directed  that  all  requirements  for  senior 
mentor  services  must  be  satisfied  by 
employing  senior  mentors  as  “highly 
qualified  experts,”  a  type  of  civil  service 
position  under  5  U.S.C.  9903.  As  highly 
qualified  experts,  senior  mentors  will  be 
subject  to  applicable  Federal  personnel 
and  ethics  laws  and  regulations. 

Therefore,  DoD  will  not  use  the 
authority  of  5  U.S.C.  3109  or  10  U.S.C. 
129(b)  to  enter  into  personal  services 
contracts  with  senior  mentors  or 
otherwise  contract  for  the  services  of 
senior  mentors.  This  final  rule 
implements  the  Secretary’s  policy  by 
adding  a  prohibition  against  contracting 
for  the  services  of  senior  mentors  at 
DFARS  237.102-73. 

III.  Executive  Order  12866 

This  is  not  a  significant  regulatory 
action  and,  therefore,  is  not  subject  to 
review  under  section  6(b)  of  Executive 
Order  12866,  Regulatory  Planning  and 
Review,  dated  September  30,  1993.  This 
rule  is  not  a  major  rule  under  5  U.S.C. 
804. 

IV.  Regulatory  Flexibility  Act 

The  Regulatory  Flexibility  Act  does 
not  apply  to  this  rule.  This  rule  will  not 
have  a  significant  economic  impact 
upon  a  substantial  number  of  small 
entities  because  this  final  rule  does  not 
constitute  a  significant  DFARS  revision 
within  the  meaning  of  41  U.S.C.  418b 
and  FAR  1.501  and  does  not  require 
publication  for  public  comment.  The 
rule  is  internal  to  DoD  and  does  not 
impose  any  requirements  on  small 
businesses.  Therefore,  a  regulatory 
flexibility  analysis  has  not  been 
performed. 

V.  Paperwork  Reduction  Act 

The  Paperwork  Reduction  Act  does 
not  apply  because  the  final  rule  does  not 
contain  any  information  collection 
requirements  that  require  the  approval 
of  the  Office  of  Management  and  Budget 
under  44  U.S.C.,  et  seq. 


List  of  Subjects  in  48  CFR  Part  237 

Government  procurement.  .  ,  , 

Clare  M.  Zebrowski, 

Editor,  Defense  Acquisition  Regulations 
System. 

m  Therefore,  48  CFR  part  237  is 
amended  as  follows: 

PART  237— SERVICE  CONTRACTING 

■  1.  The  authority  citation  for  48  CFR 
part  237  continues  to  read  as  follows: 

Authority:  41  U.S.C.  421  and  48  CFR 
chapter  1. 

■  2.  Section  237.101  is  amended  by 
adding  the  definition  for  “senior 
mentor”  in  alphabetical  order  as  follows: 

237.101  Definitions. 

★  *  ★  *  ★ 

“Senior  mentor”  means  a  retired  flag, 
general,  or  other  military  officer  or 
retired  senior  civilian  official  who 
provides  expert  experience-based 
mentoring,  teaching,  training,  advice, 
and  recommendations  to' senior  military 
officers,  staff,  and  students  as  they 
participate  in  war  games,  warfighting 
courses,  operational  planning, 
operational  exercises,  and  decision¬ 
making  exercises. 

■  3.  Section  237.102-73  is  added  as 
follows: 

237.102-73  Prohibition  on  contracts  for 
services  of  senior  mentors. 

DoD  is  prohibited  from  entering  into 
contracts  for  the  services  of  senior 
mentors.  See  PGI  237.102-73  for 
references  to  DoD  policy  and 
implementation  guidance. 

|FR  Doc.  2010-29.507  Filed  11-23-10;  8:45  am) 

BILLING  CODE  5001-0S-P 


DEPARTMENT  OF  DEFENSE 

Defense  Acquisition  Regulations 
System 

48  CFR  Part  242 
PIN  0750-AG77 

Defense  Federal  Acquisition 
Regulation  Supplement;  Contractor 
Insurance/Pension  Review  (DFARS 
Case  2009-D025) 

AGENCY:  Defense  Acquisition 
Regulations  System,  Department  of 
Defense  (DoD). 

ACTION:  Final  rule. 


SUMMARY:  The  Department  of  Defense 
(DoD)  is  issuing  a  final  rule  to  remove 
and  relocate  the  requirements  for 
conducting  a  Contractor  Insurance/ 


Pension  Review  from  Procedures, 
Guidance,  and  Information  (PGI)  to  the 
Defense  Federal  Acquisition  Regulation 
Supplement  (DFARS). 

DATES:  Effective  Date:  November  24, 
2010. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Mary  Overstreet,  703-602-0311. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

This  final  rule  relocates  requirements 
for  Contractor  Insurance/Pension 
Review  to  DFARS  242.7302  from  PGI 
242.7302., 

DoD  published  a  proposed  rule  at  75 
FR  33237  on  June  11,  2010,  and  the 
public  comment  period  closed  on 
August  10,  2010.  No  public  comments 
were  received.  Therefore,  DoD  is  making 
no  changes  to  the  final  rule. 

II.  Executive  Order  12866 

This  rule  was  not  subject  to  Office  of 
Management  and  Budget  review  under 
Executive  Order  12866,  dated 
September  30,  1993.  This  rule  is  not  a 
major  rule  under  5  U.S.C.  804. 

III.  Regulatory  Flexibility  Act 

DoD  certifies  that  this  final  rule  will 
not  have  a  significant  economic  impact 
qn  a  substantial  number  of  small  entities 
within  the  meaning  of  the  Regulatory 
Flexibility  Act,  5  U.S.C.  601,  et  seq.  The 
rule  is  consistent  with  existing  policy 
that  a  CIPR  is  only  required  for  those 
contractors  that  have  $50  million  in 
qualifying  sales  to  the  Government.  The 
rule  merely  relocates  the  requirements 
for  CIPR  ft-om  the  PGI  to  the  DFARS. 

IV.  Paperwork  Reduction  Act 

The  Paperwork  Reduction  Act  (Pub. 

L.  96-511)  applies  because  information 
collection  requirements  in  the  proposed 
rule  at  DFARS  subpart  242.73  are 
currently  approved  under  Office  of 
Management  and  Budget  Control 
Number  0704-0250.  Relocating  the 
requirement  has  no  impact  on  the 
information  collection  requirement. 

List  of  Subjects  in  48  CFR  Part  242 
Government  procurement. 

Ynette  R.  Shelkin, 

Editor,  Defense  Acquisition  Regulations 
System. 

■  Therefore,  48  CFR  part  242  is 
amended  as  follows: 

PART  242— CONTRACT 
ADMINISTRATION  AND  AUDIT 
SERVICES 

■  1.  The  authority  citation  for  48  CFR 
part  242  continues  to  read  as  follows: 


Federal  Register/ Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Rules  and  Regulations  71565 


Authority:  41  U.S.C.  421  and  48  CFR 
chapter  1. 

■  2.  Revise  section  242.7302  to  read  as 
follows: 

242.7302  Requirements. 

(a) (1)  An  in-depth  CIPR  as  described 
at  DFARS  242.7301(a)(1)  shall  be 
conducted  only  when — 

(1)  A  contractor  has  $50  million  of 
qualifying  sales  to  the  Government 
during  the  contractor’s  preceding  fiscal 
year;  and 

(ii)  The  AGO,  with  advice  from  DGMA 
ins'urance/pension  specialists  and 
DGAA  auditors,  determines  a  GIPR  is  ■ 
needed  based  on  a  risk  assessment  of 
the  contractor’s  past  experience  and 
current  vulnerability. 

(2)  Qualifying  sales  are  sales  for 
which  cost  or  pricing  data  were  required 
under  10  U.S.C.  2306a,  as  implemented 
in  FAR  15.403,  or  that  are  contracts 
priced  on  other  than  a  firm-fixed-price 
or  fixed-price  with  economic  price 
adjustment  basis.  Sales  include  prime 
contracts,  subcontracts,  and 
modifications  to  such  contracts  and 
subcontracts. 

(b)  A  special  CIPR  that  concentrates 
on  specific  areas  of  a  contractor’s 
insurance  programs,  pension  plans,  or 
other  deferred  compensation  plans  shall 
be  performed  for  a  contractor 
(including,  but  not  limited  to,  a 
contractor  meeting  the  requirements  in 
paragraph  (a)  of  this  section)  when  any 
of  the' following  circumstances  exists, 
but  only  if  the  circumstance(s)  may 
result  in  a  material  impact  on 
Government  contract  costs: 

(1)  Information  reveals  a  deficiency  in 
the  contractor’s  insurance/pension 
program. 

(2)  The  contractor  proposes  or 
implements  changes  in  its  insurance, 
pension,  or  deferred  compensation 
plans. 

|FR  Doc.  2010-29494  Filed  11-23-10;  8:45  am]. 

BILLING  CODE  5001 -OB-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  622 

[Docket  No.  040205043-4043-01  ] 

RIN  0648-XZ82 

Fisheries  of  the  Caribbean,  Gulf  of 
Mexico,  and  South  Atlantic;  Snapper- 
Grouper  Fishery  of  the  South  Atlantic; 
Reopening  of  the  201 0-201 1 
Commercial  Sector  for  Black  Sea  Bass 
in  the  South  Atlantic 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Temporary  rule;  reopening. 

SUMMARY;  NMFS  reopens  the  2010-2011 
commercial  sector  for  South  Atlantic 
black  sea  bass  in  the  exclusive  economic 
zone  (FEZ).  NMFS  previously 
determined  the  quota  for  the 
commercial  sector  would  be  reached  by 
October  7,  2010,  and  closed  the 
commercial  sector  for  black  sea  bass  in 
the  South  Atlantic.  The  latest  estimates 
for  landings  indicate  the  quota  was  not 
reached  by  that  date.  Consequently, 
NMFS  will  reopen  the  commercial 
sector  for  14  days.  The  purpose  of  this 
action  is  to  allow  the  commercial  sector 
to  maximize  harvest  benefits  and  at  the 
same  time  protect  the  black  sea  bass 
resource. 

DATES:  The  reopening  is  effective  12:01 
a.m.,  local  time,  December  1,  2010,  until 
12:01  a.m.,  local  time,  on  December  15, 

2010.  The  commercial  sector  will  then 
be  closed  until  the  end  of  the  fishing 
season,  12:01  a.m.,  local  time,  June  1, 

2011. 

FOR  FURTHER  INFORMATION  CONTACT: 

Catherine  Bruger,  telephone  727-824- 
5305,  fax  727-824-5308,  e-mail 
Catherine.Bruger@noaa.gov. 

SUPPLEMENTARY  INFORMATION:  The 

snapper-grouper  fishery  of  the  South 
Atlantic  is  managed  under  the  Fishery 
Management  Plan  for  the  Snapper- 
Grouper  Fishery  of  the  South  Atlantic 
Region  (FMP).  The  FMP  was  prepared 
by  the  South  Atlantic  Fishery 
Management  Council  (Council)  and  is 
implemented  under  the  authority  of  the 
Magnuson-Stevens  Fishery 
Conservation  and  Management  Act 
(Magnuson-Stevens  Act)  by  regulations 
at  50  CFR  part  622.  Those  regulations 
set  the  commercial  quota  for  black  sea 
bass  in  the  South  Atlantic  at  309,000  lb 
(140,160  kg)  for  the  current  fishing  year. 


June  1,  2010,  though  May  31,  2011,  as 
specified  in  50  CFR  622.42(e)(5)(iii). 

Black  sea  bass  are  managed 
throughout  their  range.  In  the  South 
Atlantic  EEZ,  black  sea  bass  are 
managed  by  the  Council  from  35°15.19' 

N.  lat.,  the  latitude  of  Cape  Hatteras 
Light,  North  Carolina,  south.  From  Cape 
Hatteras  Light,  North  Carolina,  through 
Maine,  black  sea  bass  are  managed 
jointly  by  the  Mid-Atlantic  Fishery 
Management  Council  and  the  Atlantic 
States  Marine  Fisheries  Commission. 
Therefore,  the  closure  provisions 
contained  in  this  notice  are  applicable 
to  those  vessels  harvesting  or  possessing 
black  sea  bass  from  Key  West,  Florida, 
through  Cape  Hatteras  Light,  North 
Carolina. 

Under  50  CFR  622.43(a)(5),  NMFS  is 
required  to  close  the  commercial  sector 
for  a  species  or  species  group  when  the 
quota  for  that  species  or  species  group 
is  reached,  or  is  projected  to  be  reached, 
by  filing  a  notification  to  that  effect  with 
the  Office  of  the  Federal  Register.  NMFS 
projected  the  commercial  sector  for 
black  sea  bass  in  the  South  Atlantic 
would  reach  the,  quota  on,  or  before, 
October  7,  2010,  and  closed  the  fishery 
on  that  date  (75  FR  60008,  September 
29,  2010).  However,  based  on  current 
statistics,  NMFS  has  determined  that 
only  82  percent  of  the  available 
commercial  quota  was  landed  by  that 
date.  Based  on  daily  landings  rates  and 
the  pounds  remaining  on  the  quota 
(approximately  56,134  lb  (25,462  kg)). 
NMFS  has  determined  the  fishery  can 
reopen  for  14  days.  Accordingly,  NMFS 
is  reopening  the  commercial  sector  for 
black  sea  bass  in  the  South  Atlantic 
from  12:01  a.m.,  local  time,  on 
December  1,  2010,  until  12:01  a.m., 
local  time,  on  December  15,  2010.  The 
commercial  sector  will  then  be  closed 
until  12:01  a.m.,  local  time,  June  1, 

2011,  the  end  of  the  current  fishing  year. 
December  1,  2010,  was  chosen  as  the 
reopening  day  for  the  commercial  sector 
based  on  feedback  from  the  fishing 
industry  and  weather  concerns,  which 
indicated  that  this  was  the  best  time  to 
reopen. 

The  operator  of  a  vessel  wi-th  a  valid 
commercial  vessel  permit  for  South 
Atlantic  snapper-grouper  may  not  fish 
for  or  retain  black  sea  bass  in  the  South 
Atlantic  prior  to  12:01  a.m.,  local  time, 
December  1,  2010,  and  must  have 
lahded  and  bartered,  traded,  or  sold 
such  black  sea  bass  prior  to  12:01  a.m., 
local  time,  December  15,  2010. 

During  the  closure,  the  bag  limit  and 
possession  limits  specified  in  50  CFR 
622.39(d)(l)(vii)  and  (d)(2),  respectively, 
apply  to  all  harvest  or  possession  of 
black  sea  bass  in  or  from  the  South 
Mlantic  EEZ,  and  the  sale  or  purchase 
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of  black  sea  bass  taken  from  the  EEZ  is 
prohibited.  The  prohibition  on  sale  or 
purchase  does  not  apply  to  sale  or 
purchase  of  black  sea  bass  that  were 
harvested,  landed  ashore,  and  sold  prior 
to  12:01  a.m.,  local  time,  October  7, 
2010,  and  were  held  in  cold  storage  by 
a  dealer  or  processor.  For  a  person  on 
board  a  vessel  for  which  a  Federal 
commercial  or  charter  vessel/headboat 
permit  for  the  South  Atlantic  snapper- 
grouper  fishery  has  been  issued,  the  sale 
and  purchase  provisions  of  the 
commercial  closure  for  black  sea  bass 
would  apply  regardless  of  whether  the 
fish  are  harvested  in  state  or  Federal 
waters,  as  specified  in  50  CFR 
622,43(a)(5)(ii). 


Classification 

This  action  responds  to  the  best 
available  information  recently  obtained 
from  the  fishery.  The  Assistant 
Administrator  for  Fisheries,  NOAA, 
(AA),  finds  good  cause  to  waive  the 
requirement  to  provide  prior  notice  and 
opportunity  for  public  comment 
pursuant  to  the  authority  set  forth  at  5 
U.S.C.  553(bKB).  Allowing  prior  notice 
and  opportunity  for  public  comment  on 
the  reopening  is  imnecessary  because 
the  rule  establishing  the  annual  quota 
has  already  been  subject  to  notice  and 
comment,  and  all  that  remains  is  to 
notify  the  public  that  additional  harvest 
is  available  under  the  established  quota 


and,  therefore,  the  fishery  will  reopen 
for  a  limited  time  period. 

For  the  aforementioned  reasons,  the 
AA  also  finds  good  cause  to  waive  the 
30-day  delay  in  the  effectiveness  of  this 
action  under  5  U.S.C.  553(d)(3). 

This  action  is  taken  under  50  CFR 
622.43(c)  &nd  is  exempt  from  review 
under  Executive  Order  12866. 

Authority:  16  U.S.C.  1801  et  seq. 

Dated:  November  19,  2010. 

Brian  W.  Parker, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  2010-29657  Filed  11-19-10;  4:15  pm] 
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This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  making  prior  to  the  adoption  of  the  final 
rules. 

GOVERNMENT  ACCOUNTABILITY 
OFFICE 

4  CFR  Part  81 

Public  Availability  of  Government 
Accountabiiity  Office  Records 

agency:  Government  Accountability 
Office. 

ACTION:  Proposed  rule. 

SUMMARY:  These  proposed  revisions 
would  clarify  procedures  to  obtain 
Government  Accountability  Office 
(GAO)  documents.  Published  GAO 
documents  such  as  testimonies,  reports, 
and  decisions  are  available  to  the  public 
on  GAO’s  Web  site  and  also  may  be 
requested  over  the  telephone.  Their 
wide  availability  eliminates  the  need  for 
regulations  governing  their  request,  and 
accordingly  published  GAO  documents 
would  no  longer  be  subject  to  the 
procedures  of  this  part  under  the 
proposed  rule.  The  revisions  would  also 
clarify  that  records  compiled  for  law 
enforcement  purposes  by  another 
agency  and  records  provided  by  GAO  to 
another  agency  for  law  enforcement 
purposes  are  not  subject  to  disclosure. 
The  existing  regulatory  language  on  this 
point  is  imprecise.  The  proposed 
changes  would  add  steps  to  the 
.procedures  for  using  GAO’s  public 
reading  facility,  to  facilitate  the  efficient 
use  of  the  facility.  Finally,  the  proposed 
revisions  would  make  various 
housekeeping  changes  reflecting  shifts 
in  GAO’s  operating  procedures. 

These  proposed  changes  will  clarify 
for  the  public  which  GAO  documents 
are  subject  to  this  part  and  how  to 
obtain  such  documents. 

DATES:  Comments  must  be  received  on 
or  before  January  10,  2011. 

ADDRESSES:  Address  all  comments 
concerning  this  proposed  rule  to 
Government  Accountability  Office, 
Office  of  the  General  Counsel,  Attn: 
Legal  Services,  Room  7838,  441  G 
Street,  NW.,  Washington,  DC  20548;  or 
e-mail,  bieIecj@gao.gov. 


FOR  FURTHER  INFORMATION  CONTACT:  John 
A.  Bielec,  Assistant  General  Counsel, 
202-512-2846. 

SUPPLEMENTARY  INFORMATION:  GAO  is 

not  subject  to  the  Administrative 
Procedure  Act  and  accordingly  is  not 
required  by  law  to  seek  comments 
before  issuing  a  final  rule.  However, 

GAO  has  decided  to  invite  interested 
persons  to  participate  in  this  rulemaking’ 
by  submitting  writjen  comments 
regarding  the  proposed  revisions. 
Application  of  the  Administrative 
Procedure  Act  to  GAO  is  not  to  be 
inferred  from  this  invitation  for 
comments. 

GAO  will  consider  all  comments 
received  on  or  before  the  closing  date 
for  comments.  GAO  may  change  the 
proposed  revisions  based  on  the 
comments  received. 

GAO  proposes  to  amend  paragraph  (b) 
of  section  81.1  to  remove  all  published 
GAO  documents,  such  as  reports  and 
decisions,  from  this  part’s  purview.  All 
such  documents  are  publicly  available 
on  GAO’s  Web  site,  http:// www.gao.gov, 
and  may  also  be  ordered  over  the 
telephone.  Accordingly,  regulations 
governing  requests  for  public  disclosure 
of  such  documents  are  unnecessary.  It  is 
also  well-established  that  when  an 
agency  makes  its  documents  widely 
available  to  the  public,  the  agency  need 
not  reproduce  those  documents  again  in 
response  to  a  Freedom  of  Information 
Act  (FOIA)  request.  Department  of 
fusticey.  Tax  Analysts,  492  U.S.  136, 
152  (1989).  While  GAO  is  not  subject  to 
FOIA,  the  principle  applies  equally  in 
this  context. 

Published  GAO  docurnents  may  be 
downloaded  free  of  charge  from  GAO’s 
Web  site.  Print  copies  may  be  ordered 
by  telephone,  but  GAO  charges  a  fee  to 
print  and  ship  documents  requested  this 
way.  Under  the  proposed  rule,  GAO 
would  no  longer  accept  requests  via  fax 
or  mail  for  published  documents. 
Requests  for -GAO  documents  not 
available  on  GAO’s  Web  site  would 
remain  subject  to  this  part  and  would 
have  to  be  submitted  in  writing  to  GAO, 
via  either  mail  or  e-mail,  in  accordance 
with  section  81.4.  Technical 
amendments  to  paragraphs  (a)  and  (c)  of 
section  81.1  are  proposed  as  needed  to 
conform  with  these  changes. 

Paragraph  81.6(g)  would  be  amended 
to  clarify  the  types  of  documents  GAO 
considers  to  be  compiled  for  law' 
enforcement  purposes.  Such  documents 


are  not  subject  to  disclosure  under  this 
part. 

Although  GAO  is  not  a  law 
enforcement  agency,  it  occasionally 
collects,  during  the  course  of  its  audits 
and  investigations,  records  from  law 
enforcement  agencies  that  those 
agencies  compiled  for  their  own  law 
enforcement  purposes.  While  GAO  did 
not  compile  the  records,  they  are 
nonetheless  exempt  from  disclosure 
because  they  were  originally  compiled 
for  law  enforcement  purposes  and  may 
still  be  used  for  such  purposes  by  the 
originating  agency.  Disclosure  of  such 
records  would  undermine  the 
originating  agency’s  law  enforcement 
mission. 

During  the  course  of  its  work,  GAO 
also  occasionally  receives  information 
from  non-law  enforcement  sources  that 
indicates  possible  civil  or  criminal 
wrongdoing  by  another  party.  GAO 
forwards  such  information  to  other 
Federal,  State  or  local  agencies  with 
enforcement  jurisdiction  over  the 
matter.  The  receiving  agencies  may  use 
the  information  for  their  own 
investigations,  prosecutions,  or  other 
law  enforcement  matters.  GAO 
considers  such  information  to  be 
compiled  for  law  enforcement  purposes 
if,  at  tbe  time  GAO  receives  a  request 
under  this  part  for  the  information,  the 
receiving  agency  advises  GAO  that  the 
information  is  being,  or  will  be,  used  by 
that,  agency  for  a  law  enforcement 
purpose.  In  these  circumstances,  GAO’s 
disclosure  of  the  information  could 
undermine  law  enforcement  operations. 
“Law  enforcement”  in  this  context 
includes  civil  and  administrative  as 
well  as  criminal  matters. 

This  policy  is  consistent  with  the 
United  States  Supreme  Court’s  ruling 
that  information  not  originally  compiled 
for  law  enforcement  purposes  is 
nevertheless  exempt  from  public 
disclosure  if,  at  the  time  of  a  request,  it 
is  being  used  for  law  tenforcement 
purposes.  John  Doe  Agencv  v.  John  Doe 
Corp.,  493  U.S.  146,  153-5'5  (1989). 

Section  81.8  would  be  amended  to 
advise  individuals  who  wish  to  use 
GAO’s  public  reading  facility  to 
schedule  an  appointment  and  to  have 
GAO’s  staff  determine  whether  the 
records  sought  are  included  in  the 
public  reading  facility  collection. 

Section  81.2  would  be  amended  to 
clarify  and  identify  the  entity  within 
GAO  that  administers  this  part.  Section 


71568  ■  Federal  Register / Vo.l.  75,  No.  226 /Wednesday,  November  24,  2010 /Proposed  Rules 


81.4  would  be  amended  to  delete 
language  that  GAO  records  may  be 
requested  via  a  link  on  GAO’s  Web  site. 
GAO  will  continue  to  accept  requests 
for  GAO  records  by  e-mail.  Paragraph 
(m)  of  section  81.6  would  be  amended 
to  correctly  identify  the  entity  within 
GAO  that  operates  GAO  FraudNet. 

List  of  Subjects  in  4  CFR  Part  81 

.  Administrative  practice  and 
procedure.  Archives  and  records. 
Computer  technology.  Electronic 
products,  Freedom  of  information, 

Public  reading  room.  Requests  for 
records. 

For  the  reasons  stated  in  the 
preamble,  the  Government 
Accountability  Office  proposes  to 
amend  4  CFR  part  81  as  follows: 

PART  81— PUBLIC  AVAILABILITY  OF 
GOVERNMENT  ACCOUNTABILITY 
OFFICE  RECORDS 

1.  The  authority  citation  for  part  81 
continues  to  read: 

Authority:  31  U.S.C.  711. 

2.  Amend  §  81.1  by  revising  the  first 
sentence  of  paragraph  (a),  revising 
paragraph  (b),  and  adding  paragraph  (c) 
to  read  as  follows: 

§  81 .1  Purpose  and  scope  of  part. 

(a)  This  part  implements  the  policy  of 
the  U.S.  Government  Accountability 
Office  (GAO)  with  respect  to  the  public 
availability  of  GAO  records,  except  as 

set  forth  in  paragraph  (b)  of  this  section. 
*  *  * 

(b)  GAO  published  testimonies, 
reports,  decisions,  special  publications, 
or  listings  of  publications  are  not 
included  within  the  scope  of  this  part. 
These  documents  may  be  obtained  from 
the  GAO  Web  site,  http://www.gao.gov, 
or  by  telephone  at  202-512-6000,  TDD 
202-512-2537,  or  1-866-801-7077  (toll 
free).  These  publications  may  be 
downloaded  free  of  cheu’ge  from  the 
GAO  Web  site.  Paper  copies  requested 
ft'om  GAO  are  subject  to  a  printing, 
shipping,  and  handling  fee. 

(c)  Requests  for  all  other  GAO  records 
are  within  the  scope  of  this  part  and 
should  be  submitted  to  GAO  as  directed 
in  §  81.4(a). 

3.  Revise  §  81.2  to  read  as  follows: 
§81.2  Administration. 

GAO’s  Chief  Quality  Officer 
administers  this  part  and  may 
promulgate  such  supplemental  rules  or 
regulations  as  may  be  necessary. 

§81.4  [Amended] 

4.  In  §  81.4,  remove  the  second 
sentence  of  paragraph  (a). 


5.  Amend  §  81.6  by  revising 
paragraphs  (g)  and  (m)  to  read  as 
follows: 

§  81 .6  Records  which  may  be  exempt  from 
disclosure. 

■k  if  -k  -k  * 

(g)  Records  compiled  for  law 
enforcement  purposes  that  originate  in 
another  agency,  or  records  provided  by 
GAO  to  another  agency  for  law 
enforcement  purposes. 

(m)  Unsolicited  records  containing 
information  submitted  by  any  person  to 
GAO  in  confidence.  Records  obtained  by 
the  GAO  Forensic  Audits  and  Special 
Investigations  (GAO  FraudNet)  are  an 
example  of  records  that  could  contain 
information  covered  by  this  exemption. 

6.  Amend  §  81.8  by  adding  a  new 
second  sentence,  and  revising  the  last 
sentence  as  follows: 

§  81 .8  Public  reading  facility. 

*  *  *  To  determine  if  a  record  is  part 
of  the  public  reading  facility  collection 
and  to  schedule  an  appointment  to  visit 
the  facility,  contact  the  Library  reference 
desk  at  202-512-2585.  The  facility  is 
open  to  the  public  from  8:30  a.m.  to  4 
p.m.  except  Saturdays,  Sundays,  and 
Federal  holidays. 

Lynn  H.  Gibson, 

Acting  General  Counsel,  U.S.  Government 
Accountability  Office. 
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DEPARTMENT  OF  AGRICULTURE 
Agricultural  Marketing  Service 

7  CFR  Part  59 

[Doc.  No.  AMS-LS-1 0-0080] 

Establishment  of  Negotiated 
Rulemaking  Committee  for  Changes  to 
Livestock  Mandatory  Reporting 

agency:  Agricultural  Marketing  Service, 
USDA. 

ACTION:  Establishment  of  Negotiated 
Rulemaking  Committee. 

SUMMARV:  The  U.S.  Department  of 
Agriculture,  Agricultural  Marketing 
Service  (AMS)  is  announcing  its  intent 
to  establish  a  Wholesale  Pork  Reporting 
Negotiated  Rulemaking  Committee 
(Committee).  The  Committee  will 
attempt  to  reach  consensus  on  proposed 
language  that  AMS  will  publish  as  a 
proposed  rule  in  the  Federal  Register. 
The  Committee  will  include 
representatives  of  parties  who  would  be 
affected  by  a  final  rule.  AMS  solicits 


comments  on  this  initiative  and  requests 
interested  parties  to  nominate 
representatives  for  membership  on  the 
Committee. 

DATES:  Written  comments  and  requests 
for  membership  must  be  received  on  or 
before  December  27,  2010. 

ADDRESSES:  Comments  may  be 
submitted  electronically  at  http:// 
www.reguIations.gov.  Comments  may 
also  be  sent  to  Michael  Lynch,  Chief; 
USDA,  AMS,  LS,  LGMN  Branch;  1400 
Independence  Ave.,  SW.,  Room  2619-S; 
Washington,  DC  20250;  Telephone 
number  (202)  720-6231;  or  Fax  (202) 
690-3732. 

Comments  should  reference  docket 
number  AMS-LS-1 0-0080  and  note  the 
date  and  page  number  of  this  issue  of 
the  Federal  Register.  Submitted 
comments  will  be  available  for  public 
inspection  at  http:// 
www.reguIations.gov,  or  during  regular 
business  hours  at  the  above  address.  All 
comments  submitted  in  response  to  this 
document  will  be  included  in  the  record 
and  will  be  made  available  to  the 
public.  Please  be  advised  that  the 
identity  of  the  individuals  or  entities 
submitting  the  comments  will  be  made 
public  on  the  Internet  at  the  address 
provided  above. 

FOR  FURTHER  INFORMATION  CONTACT: 

Michael  Lynch,  Chief;  USDA,  AMS,  LS, 
LGMN  Branch;  1400  Independence 
Ave.,  SW.,  Room  2619-S;  Washington, 
DC  20250;  Telephone  number  (202) 
720-6231;  or  Fax  (202)  690-3732. 
SUPPLEMENTARY  INFORMATION: 

1.  Background 

On  December  1,  2000,  AMS  published 
the  final  rule  to  implement  the  LMR 
program  as  required  by  the  Livestock 
Mandatory  Reporting  Act  of  1999  (1999 
Act)  (7  U.S.C.  1635-1636h)  [65  FR 
75464].  The  purpose  of  the  1999  Act 
was  to  establish  a  program  of 
information  regarding  the  marketing  of  . 
cattle,  swine,  lambs,  and  the  products  of 
such  livestock  that  provides  information 
that  can  be  readily  understood  by 
producers;  improves  the  price  and 
supply  reporting  services  of  USDA;  and 
encourages  competition  in  the 
marketplace  for  livestock  and  livestock 
products. 

The  statutory  authority  for  the 
program  lapsed  on  September  30,  2005. 
At  that  time,  AMS  sent  letters  to  all 
packers  required  to  report  under  the 
1999  Act,  requesting  they  continue  to 
submit  information  voluntarily.  In 
October  2006,  Congress  enacted 
legislation  to  reauthorize  the  1999  Act 
through  September  30,  2010,  and  to 
amend  the  swine  reporting  requirements 
of  the  1999  Act  (Reauthorization  Act) 
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(Pub.  L.  109-296).  The  Reauthorization 
Act  re-established  the  regulatory 
authority  for  the  continued  operation  of 
the  LMR  program  and  separated  the 
reporting  requirements  for  sows  and 
boar's  from  barrows  and  gilts,  among 
other  changes. 

On  May  16,  2008,  USDA  published 
the  final  regulation  to  re-establish  and 
revise  the  LMR  program. (73  FR  28606). 
The  rule  incorporated  the  swine 
reporting  changes  contained  within  the 
2006  Reauthorization  Act,  as  well  as 
enhanced  the  program’s  overall 
effectiveness  and  efficiency  based  on 
AMS’  experience  in  the  administration 
of  the  program.  The  LMR  Final  Rule 
became  effective  on  July  15,  2008.  AMS 
believed  that  the  rule  facilitated  open, 
transparent  price  discovery  and 
provided  all  market  participants,  both 
large  and  small,  with  comparable  levels 
of  market  information  for  cattle,  swine, 
sheep,  beef,  and  lamb  meat. 

The  Food,  Conservation,  and  Energy 
Act  of  2008  (2008  Farm  Bill)  (Pub.  L. 

110- 234)  directed  the  Secretary  of 
Agriculture  (Secretary)  to  conduct  a 
study  to  determine  advantages, 
drawbacks,  and  potential 
implementation  issues  associated  with 
adopting  mandatory  wholesale  pork 
reporting.  The  report  from  this  study  • 
concluded  that  negotiated  wholesale 
pork  price  reporting  is  thin  and 
becoming  thinner  and  found  some 
degree  of  support  for  moving  to 
mandatory  price  reporting  exists  at 
every  segment  of  the  industry 
interviewed.  That  study  also  concluded 
that  the  benefits  likely  would  exceed  the 
cost  of  moving  from  a  voluntary  to  a 
mandatory  reporting  program  for 
wholesale  pork.  The  report  was 
delivered  to  Congress  on  March  25, 

2010.  A  copy  of  the  full  report  is 
available  on  the  AMS  Web  site  at 
http:/ /www.ams.usda-.gov/ . 

On  September  28,  2010,  the 
Mandatory  Price  Reporting  Act  of  2010 
(2010  Reauthorization  Act)  (Pub.  L, 

111- 239)  reauthorizing  LMR  for  5  years 
and  adding  a  provision  for  mandatory 
reporting  of  wholesale  pork  cuts  was 
enacted.  The  2010  Reauthorization  Act 
directs  the  Secretary  to  engage  in 
negotiated  rulemaking  to  make  required 
regulatory  changes  for  mandatory 
wholesale  pork  reporting.  The  statute 
requires  that  the  Committee  include 
representatives  from  a  specified  list  of 
interests,  as  identified  in  paragraph  IV, 
B,  Interests  Involved,  of  this  document. 
Further,  the  2010  Reauthorization  Act 
states  that  any  negotiated  rulemaking 
committee  established  by  the  Secretary 
shall  not  be  subject  to  the  Federal 
Advisory  Committee  Act  (5  U.S.C. 
Appendix  2). 


II.  Statutory  Provisions 

The  Negotiated  Rulemaking  Act  of 
1996  (NRA)  (5  U.S.C.  561-570);  the 
Mandatory  Price  Reporting  Act  of  2010 
(Pub.  L.  111-239);  the  Livestock 
Mandatory  Reporting  Act  of  1999  (7 
U.S.C.  1635-1636i);  and  7  CFR  part  59. 

III.  The  Committee  and  Its  Process 

In  a  negotiated  rulemaking,  a 
proposed  rule  is  developed  by  a 
committee  composed  of  representatives 
of  government  and  the  interests  that  will 
be  significantly  affected  by  the  rule. 
Decisions  are  made  by  “consensus.”  For 
the  purpose  of  this  Committee’s 
proceedings,  “consensus”  has  been 
statutorily  defined  as  unanimous 
concurrence  among  the  interests 
represented  unless  the  Committee 
agrees  to  a  different  definition. 

Following  receipt  of  comments  on 
niemhership,  AMS  will  establish  a 
negotiated  rulemaking.committee 
representing  the  identified  interests  to 
negotiate  the  language  of  the  proposed 
rule.  AMS  will  be  a  member  of  the 
committee  to  represent  the  Federal 
Government’s  statutory  mission. 

Experience  of  various  Federal 
agencies  in  negotiated  rulemaking  has 
demonstrated  that  using  a  trained 
neutral  party  to  facilitate  the  process 
will  assist  all  parties  during  negotiations 
to  identify  their  real  interests,  evaluate 
their  positions,  communicate 
effectively,  find  common  ground,  and 
reach  consensus  where  possible.  AMS 
plans  to  engage  a  third-party  facilitator 
for  this  process.  The  facilitator  will 
serve  as  the  chairman  of  the  Committee. 
After  the  Committee  reaches  consensus 
on  the  provisions  of  the  proposed  rule, 
AMS  agrees  to  publish  the  consensus 
language  reached  by  the  committee  in 
the  Federal  Register, 

Section  563  of  the  NRA  requires  the 
head  of  the  agency  to  determine  that  the 
use  of  the  negotiated  rulemaking 
procedure  is  in  the  public  interest. 
Implementation  of  mandatory  pork 
reporting  is  required  by  Congress. 
Congress  delegated  responsibility  to  the 
Secretary  for  determining  what 
information  is  necessary  and 
appropriate;  and  directed  that  a  rule  be 
promulgated  through  the  negotiated 
rulemaking  process.  AMS  expects  the 
Committee  will  address  issues  related 
to,,  but  not  limited  to,  confidentiality, 
transportation,  frequency  of  reporting, 
export  data, -and  product  heterogeneity. 

IV.  Negotiated  Rulemaking  Procedures 

In  compliance  with  the  NRA,  AMS 
will  use  the  following  procedures  for 
guidelines  for  this  negotiated 
rulemaking.  Pursuant  to  the  2010 


Reauthorization  Act,  this  negotiated 
rulemaking  committee  shall  not.be 
subject  to  the  Federal  Advisory 
Committee  Act  (5  U.S.C.  Appendix  2). 
AMS  may  modify  these  procedures  in 
response  to  comments  received  on  this 
document  or  during  the  negotiation 
process. 

A.  Committee  Formation 

A  committee  will  be  formed  and 
operated  in  full  compliance  with  the 
requirements  of  NRA. 

B.  Interests  Involved 

AMS  intends  to  ensure  full  and 
adequate  representation  of  those 
interests  that  are  expected  to  be 
significantly  affected  by  the  proposed 
rule.  In  determining  membership,  AMS 
V^ill  consider  whether  the  intere.st 
represented  by  a  member  will  be 
affected  significantly  by  the  final 
product  of  the  Committee  and  whether 
tffet  interest  is  already  adequately 
represented  by  other  members.  Under 
Section  562(5)  of  the  NRA,  “interest” 
means,  with  respect  to  an  issue  or 
matter,  multiple  parties  which  have  a 
similar  point  of  view  or  which  are  likely 
to  be  affected  in  a  similar  manner. 

AMS  is  seeking  comments  on  the 
composition  of  the  Committee  and,  in 
Section  D,  Request  for  Nominations, 
AMS  provides  a  process  for  the  public 
to  nominate  organizations  to  be 
appointed  to  the  Committee.  However, 
to  facilitate  the  process  of  identifying  a 
Committee  and  following  guidelines 
established  by  the  2010  Reauthorization 
Act,  AMS  is  proposing  the  following  list 
of  organizations  serve  on  the  Committee 
to  adequately  represent  the  stakeholders 
affected  by  mandatory  pork  reporting. 

(i)  Organizations  representing  swine 
producers — American  Farm  Bureau 
Federation,  National  Farmers  Union, 
National  Pork  Producers  Council; 

(ii)  Organizations  representing 
packers  of  pork,  processors  of  pork, 
retailers  of  pork,  and  buyers  of 
wholesale  pork — American  Frozen 
Foods  Institute,  American  Meat 
Institute,  Food  Marketing  Imstitute, 
Grocery  Manufacturers  Association, 
National  Meat  Association; 

(iii)  Department  of  Agriculture^AMS; 

(iv)  Among  interested  parties  that 
participate  in  swine  or  pork 
production — Chicago  Mercantile 
Exchange,  Livestock  Marketing 
Information  Center,  and  other  interested 
parties. 

C.  Membership 

•  As  directed  by  the  NRA,  the 
Committee  should  not  exceed  25 
members.  Further,  AMS  believes  that 
this  Committee  will  adequately 
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represent  the  interested  parties  and 
operate  most  effectively  with  no  more 
than  12-16  members.  The  facilitator 
will  not  count  against  the  membership. 
Section  5B8(c)  of  the  NRA  stales: 

Members  of  a  negotiated  rulemaking 
committee  shall  be  responsible  for  their  own 
expenses  of  participation  in  such  committee, 
except  that  an  agency  may,  in  acc  ordance 
with  section  7(d)  of  the  FACA,  pay  for  a 
member’s  reasonable  travel  and  per  diem 
expenses,  expenses  to  obtain  technical 
assistance,  and  a  reasonable  rate  of 
compensation,  if  (1)  Such  member  certifies  a 
lack  of  adequate  financial  resources  to 
participate  in  the  committee:  and  (2)  The 
agency  determines  that  such  member’s 
participation  in  the  committee  is  necessary  to 
assure  an  adequate  representation  of  the 
member’s  interest. 

D.  Request  for  Nominations  ^ 

.  AMS  solicits  nominations  for 
appointment  to  membership  on  the 
Committee.  Members  can  be  individuals 
or  representatives  of  organizations.  An' 
organization  should  identify  the 
individual  who  will  be  its 
representative.  Committee  members 
need  to  have  authorization  to  negotiate 
on  behalf  of  their  interests  and  be, 
willing  to  negotiate  in  good  faith.  AMS 
interprets  good  faith  to  include:  (1)  A 
willingness  to  bring  all  issues  to  the 
table;  and  (2)  not  to  discuss  the  issues 
in  other  foiums.  Good  faith  also 
includes  a  willingness  to  move  away 
from  taking  adversarial  positions  and 
instead  to  explore  openly  all  relevant 
and  productive  ideas  that  may  emerge 
from  the  discussion  of  the  Committee. 

Authorization  for  each  application  or 
nomination  must  include: 

1.  The  name  of  the  applicant  or 
nominee  and  a  description  of  the 
interests  such  person  will  represent; 

2.  A  description  of  the  person’s 
qualifications  and  expertise  regarding 
those  interests; 

3.  Whether  the  participant  will  be 
seeking  agency  resources  to  participate 
on  the  committee;  and 

4.  A  written  commitment  of  the 
applicant  or  nominee  to  actively 
participate  in  good  faith  in  the 
negotiated  rulemaking. 

E.  Tentative  Schedule 

Once  AMS  makes  the  final 
determination  on  Committee 
membership,  it  will  publish  another 
document  in  the  Federal  Register 
announcing  the  final  list  of  members.  A 
proposed  agenda  and  schedule  for 
completing  the  work  of  the  Committee, 
including  a  date  for  the  first  meeting, 
will  also  be  included  in  the  document. 

Once  formally  established  and 
assembled,  the  Committee  will  have 
reasonable  latitude  to  determine 


appropriate  number  and  frequency  of 
meetings  necessary  to  achieve  its 
objectives.  However,  for  planning 
purposes,  AMS  expects  the  Committee 
will  meet  three  to  four  times  at  various 
locations  across  the  country.  AMS 
expects  that  each  meeting  will  last 
approximately  three  days.  The 
Committee’s  work  is  expected  to  occur 
over  the  course  of  3  to  4  months  in  order 
to  allow  sufficient  time  to  reach 
consensus  for  a  proposed  rule. 

AMS  and  its -facilitator  will, 
throughout  the  process,  provide 
necessary  technical  and  logistical 
support  to  the  Committee.  In  addition, 
once  the  Committee  is  established,  it 
may  seek  advisors  or  subject  matter 
experts  to  provide  information  valuable 
to  the  decision-making  process. 

V.  Requests  for  Nominations  and 
Comments 

To  comply  with  negotiated 
rulemaking  procedures,  AMS  invites 
written  comments  on  this  initiative  and 
nominations  for  the  negotiated 
rulemaking  committee.  Nominations  are 
for  all  interests  that  could  be  affected  by 
mandatory  pork  reporting  and  must 
comply  with  paragraph  IV,  D,  Request 
for  Nominations,  of  this  document.  All 
written  comments  and  nominations 
must  be  sent  to  an  appropriate  address 
as  listed  in  the  ADDRESSES  section  of  this 
Notice. 

Dated;  November  18,  2010. 

David  R.  Shipman, 

Acting  Administrator,  Agricultural  Marketing 
Ser\ice. 
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DEPARTMENT  OF  ENERGY 
10CFR  Part  430 

[Docket  No.  EERE-2009-BT-TP-0016] 

RIN  1904-AB99 

Energy  Conservation  Program:  Test 
Procedures  for  Fluorescent  Lamp 
Ballasts 

AGENCY;  Office  of  Energy  Efficiency  and 
Renewable  Energy,  Department  of 
Energy. 

ACTION:  Supplemental  notice  of 
proposed  rulemaking. 

SUMMARY:  The  U.S.  Department  of 
Energy  (DOE)  proposes  to  revise  its  test 
procedures  for  fluorescent  lamp  ballasts 
established  under  the  Energy  Policy  and 
Conservation  Act.  The  proposed  test 
method  would  eliminate  the  use  of 
photometric  measurements  in  favor  of 
purely  electrical  measurements  with  the 


goal  of  reducing  measurement  variation. 
Furthermore,  this  proposed  test 
procedure  would  measure  a  new  metric, 
ballast  luminous  efficiency  (BLE), 
which  more  directly  assesses  the 
electrical  losses  in  a  ballast  compared  to 
the  existing  ballast  efficacy  factor  (BEF) 
metric.  Rather  than  testing  a  ballast  with 
a  resistive  load  as  proposed  in  the 
March  24,  2010  notice  of  proposed 
rulemaking  (NOPR),  the  BLE  test 
procedure  would  measure  the 
performance  of  a  ballast  while  operating 
a  fluorescent  lamp. 

DATES:  DOE  will  accept  comments;  data, 
and  information  regarding  this 
supplemental  notice  of  proposed 
rulemaking  (SNOPR)  no  later  than 
December  27,  2010.  See  section  V, 
“Public  Participation,”  of  this  SNOPR 
for  details. 

ADDRESSES:  Any  comments  submitted 
must  identify  the  Fluorescent  Lamp 
Ballast  Active  Mode  Test  Procedure 
SNOPR,  and  provide  the  docket  number 
EERE-2009-BT-TP-0016  and/or 
Regulation  Identifier  Number  (RIN) 
1904-AB99.  Comments  may  be 
submitted  using  any  of  the  following 
methods; 

Federal  eRuIemaking  Portal:  http:// 
wmv.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

E-mail:  FLB-2009-TP- 
0016@ee.doe.gov.  Include  the  docket 
number  EERE-2009-BT-TP-00i6  and/ 
or  RIN  1904-AB99  in  the  subject  line  of 
the  message. 

Postal  Mail:  Ms.  Brenda  Edwards, 

U.S.  Department  of  Energy,  Building 
Technologies  Program,  Mailstop  EE-2J, 
1000  Independence  Avenue,  SW., 
Washington,  DC  20585-0121.  Please 
submit  one  signed  paper  original.  . 

Hand  Delivery/Courier:  Ms.  Brenda 
Edwards,  U.S.  Department  of  Energy, 
Building  Technologies  Program,  6th 
Floor,  950  L’Enfant  Plaza,  SW., 
Washington,  DC  20024.  Telephone: 
(202)  586-2945.  Please  submit  one 
signed  paper  original. 

For  detailed  instructions  on 
submitting  comments  and  additional 
information  on  the  rulemaking  process, 
see  section  V,  “Public  Participation,”  of 
this  document. 

Docket:  For  access  to  the  docket  to 
read  background  documents  or 
comments  received,  visit  the  U.S. 
Department  of  Energy,  6th  Floor,  950 
L’Enfant  Plaza,  SW.,  Washington,  DC 
20024,  (202)  58^2945,  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  Please  call  Ms. 
Brenda  Edwards  at  (202)  586—2945  for 
additional  information  regarding 
visiting  the  Resource  Room. 
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FO«  FURTHER  INFORIKIATION  CONTACT:  Ms. 

Linda  Graves,  U.S.  Department  of 
Energy,  Office  of  Energy  Efficiency  and 
Renewable  Energy,  Building 
Technologies  Program,  EE-2 J,  1000 
Independence  Avenue,  SW., 

Washington,  DC  20585-0121. 

Telephone:  (202)  586-1851.  E-mail: 
Linda.Graves@ee.doe.gov.  In  the  Office 
of  General  Counselr  contact  Ms. 

Elizabeth  Kohl,  U.S.  Department  of 
Energy,  Office  of  the  General  Counsel, 
GC-71, 1000  Independence  Avenue, 

SW.,  Washington,  DC  20585.  Telephone: 
(202)  586-7796.  E-mail: 
EIizabeth.KohI@hq.doe.gov. 

For  additional  information  on  how  to 
submit  or  review  public  comments, 
contact  Ms.  Brenda  Edwards,  U.S. 
Department  of  Energy,  Office  of  Energy 
Efficiency  and  Renewable  Energy, 
Building  Technologies  Program,  EE-2J, 
1000  Independence  Avenue,  SW., 
Washington,  DC  20585-0121. 

Telephone:  (202)  586—2945.  E-mail: 
Brenda. Ed  wards@ee.  doe.gov. 
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I.  Authority  and  Background 

Title  III  of  the  Energy  Policy  and 
Conservation  Act  (42  U.S.C.  6291  et 
seq.;  EPCA)  sets  forth  a  variety  of 
provisions  designed  to  improve  energy 
efficiency.  Part  A  of  Title  III  (42  U.S.C. 
6291-6309)  establishes  the  “Energy 
Conservation  Program  for  Consumer 
Products  Other  Than  Automobiles,” 
which  covers  consumer  products  and 
certain  commercial  products  (all  of 
which  are  referred  to  below  as  “covered 
products”),  including  fluorescent  lamp 
ballasts  (ballasts).  (42  U.S.C.  6291(1),  (2) 
and  6292(a)(13)) 

Under  EPCA,  the  overall  program 
consists  essentially  of  the  following 
parts:  Testing,  labeling,  certification  and 
enforcement,  and  Federal  energy 
conservation  standards.  The  testing 
requirements  consist  of  test  procedures 
that  manufacturers  of  covered  products 
must  use  as  the  basis  for  certifying  to 
DOE  that  their  products  comply  with 
energy  conservation  standards  and  for 
representing  the  efficiency  of  their 
products.  Also,  these  test  procedures 
must  be  used  whenever  testing  is 
required  in  an  enforcement  action  to 
determine  whether  covered  products 
comply  with  EPCA  standcuds. 

Section  323  of  EPCA  (42  U.S.C.  6293) 
sets  forth  generally  applicable  criteria 
and  procedures  for  DOE’s  adoption  and 
amendment  of  test  procedures.  It  states, 
for  example,  that  “[a]ny  test  procedures 
prescribed  or  amended  under  this 
section  shall  be  reasonably  designed  to 
produce  test  results  which  measure 
energy  efficiency,  energy  use,  *  *  *  or 
estimated  annual  operating  cost  of  a 
covered  product  during  a  representative 
average  use  cycle  or  period  of  use,  as 
determined' by  the  Secretary  [of  Energy], 
and  shall  not  be  unduly  burdensome  to 
conduct.”  (42  U.S.C.  6293(b)(3))  In 
addition,  if  DOE  determines  that  a  test 
procedure  amendment  is  warranted,  it 
must  publish  proposed  test  procedures 
and  offer  the  public  an  opportunity  to 
present  oral  and  written  comments  on 
them.  (42  U.S.C.  6293(h)(2))  Finally,  in 
any  rulemaking  to  amend  a  test 
procedure,  DOE  must  determine  “to 
what  exteiit,  if  any,  the  proposed  test 
procedure  would  alter  the  measured 
energy  efficiency  *  *  of  any  covered 

product  as  determined  under  the 
existing  test  procedure.”  (42  U.S.C. 


6293(e)(1))  If  DOE  determines  that  the 
amended  test  procedure  would  alter  the 
measured  efficiency  of  a  covered 
product,  DOE  must  amend  the 
applicable  energy  conservation  standard 
accordiimly.  (42  U.S.C.  6293(e)(2)) 

As  to  fluorescent  lamp  ballasts 
specifically,  DOE  must  “prescribe  test 
procedures  that  are  in  accord  with 
ANSf  ^  standard  C82. 2-1984  ^  or  other 
test  procedures  determined  appropriate 
by  the  Secretary.”  (42  U.S.C.  6293(b)(5)) 
DOE’s  existing  test  procedures  for 
ballasts,  adopted  pursuant  to  these  and 
the  above-described  provisions,  appear 
at  10  CFR  Part  430,  Subpart  B, 

Appendix  Q. 

The  Energy  Independence  and 
Security  Act  of  2007  also  amended 
EPCA  to  require  DOE  to  review  test 
procedures  for  all  covered  products  at 
least  once  every  seven  years.  DOE  must 
either  amend  the  test  procedures  or 
publish  notice  in  the  Federal  Register  of 
any  determination  not  to  amend  a  test 
procedure.  (42  U.S.C.  6293(b)(1)(A))  To 
fulfill  this  periodic  review  requirement, 
DOE  invites  comment  on  all  aspects  of 
the  existing  test  procedures  for 
fluorescent  lamp  ballasts  that  appear  at 
Title  10  of  the  CFR  part  430,  subpart  B, 
appendix  Q  (“Uniform  Test  Method  for 
Measuring  the  Energy  Consumption  of 
Fluorescent  Lamp  Ballasts”). 

In  a  separate  rulemaking  proceeding, 
DOE  is  considering  amending  energy 
conservation  standards  for  fluorescent 
lamp  ballasts  (docket  number  EERE- 
2007-BT-STD-0016;  hereinafter 
referred  to  as  the  “fluorescent  lamp 
ballast  standards  rulemaking”).  DOE 
initiated  that  rulemaking  by  publishing 
a  Federal  Register  (FR)  notice 
announcing  a  public  meeting  and 
availability  of  the  framework  document 
(“Energy  Efficiency  Program  for 
Consumer  Products:  Public  Meeting  and 
Availability  of  the  Framework 
Document  for  Fluorescent  Lamp 
Ballasts”)  on  January  22,  2008.  73  FR 
3653.  On  February  6,  2008,  DOE  held  a 
public  meeting  in  Washington,  DC  to 
discuss  the  framework  document  for  the 
fluorescent  lamp  ballast  energy 
conservation  standards  rulemaking 
(hereinafter  referred  to  as  the  “2008 
public  meeting”).  At  that  meeting, 
attendees  also  discussed  potential 
revisions  to  the  test  procedure  for  active 
mode  energy  consumption  relevant  to 
this  test  procedure  rulemaking.  On 
March  24,  2010,  DOE  published  a  notice 
of  public  meeting  and  availability  of  the 
preliminary  technical  support  document 


*  American  National  Standards  Institute. 

2  “American  National  Standards  for  Fluorescent 
Lamp  Ballasts — Methods  of  Measurement.” 
Approved  October  21,  1983. 
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(TSD)  for  the  fluorescent  lamp  ballast 
standards  rulemaking.  75  FR  14319. 

DOE  also  published  a  test  procedure 
notice  of  proposed  rulemaking  NOPR  on 
March  24,  2010.  75  FR  14288.  On  April 
26,  2010,  DOE  held  a  joint  public 
meeting  to  discuss  the  test  procedure 
proposals  in  the  NOPR  and  the 
preliminary  TSD  for  the  fluorescent 
lamp  ballast  standards  rulemaking 
(hereafter  “NOPR  public  meeting”).  All 
comments  on  the  fluorescent  lamp 
ballast  test  procedure  rulemaking  are 
discussed  in  section  III  of  this  proposed 
rulemaking. 

As  mentioned  in  the  NOPR,  DOE  has 
also  completed  a  standby  mode  and  off 
mode  test  procedure.  The  Energy 
Independence  and  Security  Act  of  2007 
(Pub.  L.  110-140)  amended  EPCA  to 
require  that,  for  each  covered  product 
for  which  DOE’s  current  test  procedures 
do  not  fully  account  for  standby  mode 
and  off  mode  energy  consumption,  DOE 
amend  the  test  procedures  to  include 
standby  mode  and  off  mode  energy 
consumption  into  the  overall  energy 
efficiency,  energy  consumption,  or  other 
energy  descriptor  for  that  product.  If  an 
integrated  test  procedure  is  technically 
infeasible,  DOE  must  prescribe  a 
separate  standby  mode  and  off  mode 
energy  use  test  procedure,  if  technically 
feasible.  (42  U.S.C.  6295(gg)(2)(A))  DOE 
published  a  final  rule  addressing 
standby  mode  and  off  mode  energy 
consumption  for  fluorescent  lamp 
ballasts  in  the  Federal  Register  on 
October  22,  2009.  74  FR  54445.  This 
supplemental  notice  of  proposed 
rulemaking  does  not  propose  any 
changes  to  the  measurement  of  standby 
and  off  mode  energy  consumption  for 
fluorescent  lamp  ballasts. 

II.  Summary  of  the  Supplemental 
Notice  of  Proposed  Rulemaking 

In  this  supplemental  notice  of 
proposed  rulemaking  (SNOPR),  DOE 
proposes  to  modify  the  current 
procedures  for  fluorescent  lamp  ballasts 
to  reduce  measurement  variation  and 
reduce  testing  burden.  The  proposed 
method  would  eliminate  photometric 
measurements  and  propose  the  use  of 
electrical  measurements  of  a  lamp-and- 
ballast  system.  In  addition,  this  test 
procedure  measures  a  new  metric, 
ballast  luminous  efficiency  (BLE), 
which  more  directly  assesses  the 
electrical  losses  in  a  ballast  compared  to 
the  existing  ballast  efficacy  factor  (BEF) 
metric.  The  SNOPR  proposal  also 
describes  a  new  method  for  calculating 
the  ballast  factor  (BF)  of  a  system.  DOE 
also  outlines  the  scope  of  applicability 
of  the  test  procedure  and  proposes  a 
minor,  update  of  the  existing  test 
procedure  in  appendix  Q.  The  following 


paragraphs  summarize  these  proposed 
changes. 

In  the  NOPR,  DOE  proposed  a 
resistor-based  ballast  efficiency 
measurement  that  would  then  be 
correlated  to  BEF.  In  response  to 
comments  received  citing  the 
limitations  of  a  resistor-based 
measurement,  DOE  proposes  in  tbis 
SNOPR  to  measure  ballast  input  power 
and  lamp  arc  power  using  only 
electrical  measurements  of  a  lamp-and- 
ballast  system.  Variation  in  the 
measured  power  of  a  reference  lamp  is 
minimized  by  the  calculation  of  ballast 
luminous  efficiency,  where  BLE  is  equal 
to  total  lamp  arc  power  divided  by 
ballast  input  power.  To  account  for  the 
increase  in  lamp  efficacy  associated 
with  high-frequency  lamp  operation 
versus  low-frequency,  DOE  is  also 
proposing  an  adjustment  to  the  BLE  of 
low-frequency  systems.  DOE  is 
proposing  that  low-frequency  BLE  be 
multiplied  by  0.9  to  account  for  the 
approximately  10%  increase  in  lighting 
efficacy  associated  with  high-frequency 
lamp  operation.  DOE  also  proposes  a 
method  for  calculating  the  ballast  factor 
(BF)  of  a  ballast  by  dividing  the 
measured  lamp  arc  power  on  the  test 
ballast  by  the  measured  lamp  arc  power 
on  a  reference  ballast.  Ballast  factor  is 
under  consideration  in  the  fluorescent 
lamp  ballast  standards  rulemaking  as 
criterfa  for  defining  product  classes.  In 
cases  where  reference  ballast  operating 
conditions  are  unavailable,  the  SNOPR 
provides  a  reference  lamp  power 
(specific  to  the  ballast  type)  from  an 
ANSI  standard  or  from  empirical 
results.  Particular  lamp  and  ballast 
pairings  are  specified  for  both  the  BLE 
and  BF  measurements. 

In  the  preliminary  technical  support 
document  for  the  fluorescent  lamp 
ballast  standards  rulemaking,  DOE 
makes  a  preliminary  determination  of 
the  scope  of  coverage.  Today’s  proposed 
test  procedure  includes  specific 
provisions  for  the  testing  of  ballasts 
identified  in  the  preliminary 
determination  of  scope.  If  the  scope  of 
coverage  changes  in  later  stages  of  the 
fluorescent  lamp  ballast  standards 
rulemaking,  DOE  will  add  or  remove 
provisions  from  the  test  procedure  so 
that  it  is  consistent  with  the  final  scope 
of  coverage  of  standards.  See  section 
III.G  for  further  detail. 

In  any  rulemaking  to  amend  a  test 
procedure,  DOE  must  determine  “to 
what  extent,  if  any,  the  proposed  test 
procedure  would  alter  the  measured 
energy  efficiency  *  *  *  of  any  covered 
product  as  determined  under  the 
existing  test  procedure.”  (42  U.S.C. 
6293(e)(1))  If  DOE  determines  that  the 
amended  test  procedure  would  alter  the 


measured  efficiency  of  a  covered 
product,  DOE  must  amend  the 
applicable  energy  conservation  standard 
accordingly.  (42  U.S.C.  6293(e)(2))  The 
proposed  test  procedure  will  describe 
the  efficiency  of  a  ballast  in  terms  of  a 
new  metric,  BLE.  To  ensure  that  the 
standards  developed  in  the  ongoing 
fluorescent  lamp  ballast  standards 
rulemaking  account  for  any  changes  to 
the  test  procedure,  DOE  is  developing 
the  standards  based  on  the  measured 
BLE  generated  by  the  active  mode  test 
procedure  proposed  in  this  rulemaking. 
As  a  result,  DOE  proposes  that  use  of 
any  revised  test  procedure,  to  be 
published  as  Appendix  Ql  of  10  CFR 
part  430  Subpart  B,  would  be  required 
concurrent  with  the  compliance  date  of 
any  amended  fluorescent  lamp  ballast 
standards.  DOE  is  required  by  a  consent 
decree  to  issue  any  amended  fluorescent 
lamp  ballast  standards  by  June  30,  2011. 

As  described  in  the  NOPR,  DOE  notes 
that  ballasts  that  operate  one  or  two  40 
or  34  watt  (W)  4-foot  T12  medium  bipin 
lamps  (F40T12  and  F34T12),  two  75  W 
or  60  VV  8-foot  T12  single  pin  slimline 
lamps  (F96T12  and  F96T12/ES);  and 
two  110  W  and  95  W  8-foot  Tl2 
recessed  double  contact  high  output 
lamps  (F96T12HO  and  F96T12HO/ES) 
are  covered  by  existing  energy 
conservation  standards.  10  CFR 
430.32(m).  Until  use  of  any  amended 
test  procedure  to  be  published  at 
Appendix  Ql  is  required,  manufacturers 
should  continue  testing  these  ballasts 
us\ng  the  existing  test  procedure  to 
determine  compliance  with  existing 
standards.  In  the  NOPR,  DOE  proposed 
to  make  minor  updates  to  the  existing 
test  procedure,  puljlished  at  Appendix 
Q  to  Subpart  B  of  part  430.  The  SNOPR  . 
does  not  affect  this  proposal.  DOE 
would  update  the  reference  to  ANSI 
C82. 2-1984  in  the  existing  test 
procedure  (appendix  Q)  to  ANSI  C82.2- 
2002.3  Because  DOE  does  not  believe 
the  updated  standard  will  impose 
increased  testing  burden  or  alter  the 
measured  BEF  of  fluorescent  lamp 
ballasts,  DOE  proposes  that  use  of  the 
amendments  to  Appendix  Q  be  required 
upon  the  effective  date  of  any  test 
procedure  final  rule,  30  days  after 
publication.  In  addition,  the  test 
procedures  for  any  ballasts  that  operate 
in  standby  mode  are  also  located  in 
Appendix  Q. 

III.  Discussion 

A.  Existing  Test  Procedure 

The  existing  ballast  test  procedure  (in 
Appendix  Q  to  subpart  B  of  10  CFR  part 

3  “American  National  Standards  for  Lamp 
Ballasts — Method  of  Measurement  of  Fluorescent 
Lamp  Ballasts,”  approved  June  6r2002. 


Federal  Register/ Vol.  75,  No.  226 /Wednesday,  November  24,  2010 /Proposed  Rules 


71573 


430)  determines  the  energy  efficiency  of 
a  fluorescent  lamp  ballast  based  on  light 
output  measurements  and  ballast  input 
power.  The  metric  used  is  called  ballast 
efficacy  factor.  BEF  is  the  relative  light 
output  divided  by  the  power  input  of  a 
fluorescent  lamp  ballast,  as  measured 
under  test  conditions  specified  in  ANSI 
standard  C82. 2-1984,  or  as  may  be 
prescribed  by  the  Secretary.  (42  U.S.C. 
6291(29)(C)) 

The  BEF  metric  uses  light  output  of 
the  lamp-and-ballast  system  instead  of 
ballast  electrical  output  power  in  its 
calculation  of  the  efficiency  of  a  ballast. 
To  measure  relative  light  output,  ANSI 
C82. 2-1984  directs  the  user  to  measure 
the  photocell  output  of  the  test  ballast 
operating  a  reference  lamp  and  the  light 
output  of  a  reference  ballast  operating 
the  same  reference  lamp.  Dividing 
photocell  output  of  the  test  ballast 
system  by  the  photocell  output  of  the 
reference  ballast  system  yields  relative 
light  output  or  ballast  factqr.  Concurrent 
with  measuring  relative  light  output,  the 
user  is  directed  to  measure  ballast  input 
power.  BEF  is  then  calculated  by 
dividing  relative  light  output  by  input 
power  and  multiplying  by  100.  A  ballast 
that  produces  more  light  than  another 
ballast  with  the  same  input  power  will 
have  a  larger  BEF. 

The  National  Electrical  Manufacturers 
Association  (NEMA)  commented  that 
BEF  measurements  would  vary  by  plus 
or  minus  five  percent  and  that  this 
variation  is  unacceptable  when  trying  to ' 
differentiate  between  products  that  vary 
in  efficiency  by  three  to  five  percent. 
(NEMA,  No.  15  at  p.  13)  For  BEF,  the 
variation  in  measured  power  of  the 
reference  lamps  (rated  power  ±2.5%) 
plus  the  variation  in  the  photometric 
measurement  system  itself  leads  to  the 
plus  or  minus  5%  variation.  Given  the 
variation  observed  in  BEF  measurement, 
NEMA  also  does  not  believe  a 
thousandths  place  digit  in  a  BEF 
measurement  discussed  in  the  proposed 
rule  has  any  statistical  validity.  In 
contrast,  NEMA  noted  that  for  the 
ballast  efficiency  (BE)  measurement 
proposed  in  the  NOPR,  the  power 
analyzer  equipment  introduces  plus  or 
minus  1.5%  variation  into  the 
measurement  and  the  current  transducer 
and  wiring  capacitances  contribute  1% 
for  a  total  of  plus  or  minus  2.5%  , 

variation  (NEMA,  Public  Meeting 
Transcript,  No.  12  at  p.  15-16,  22-25). 


■’The  photocell  output  of  a  light  source  is 
measured  in  units  of  watts.  Photocell  output  (watts) 
is  one  method  of  measuring  the  light  output  of  a 
light  source.  Through  the  remainder  of  this 
document,  DOE  refers  to  the  output  of  a  fluorescent 
lamp  as  “light  output,”  even  though  the  existing  test 
procedure  indicates  measuring  the  light  with 
photocell  output. 


DOE  agrees  that  photometric  based  BEF 
measurements  are  more  variable  than 
electrical  measurement  based  BE 
measurements.  In  this  test  procedure 
SNOPR,  DOE  is  proposing  a 
methodology  that  uses  electrical 
measurements  of  a  lamp  and  ballast 
system  to  measure  BLE.  The  BLE  metric 
includes  a  modification  to  the  BE  metric 
discussed  in  the  NOPR  to  account  for 
changes  in  lamp  efficacy  as  a  result  of 
differences  in  lamp  operating  frequency. 

B.  Metric 

In  the  NOPR,  DOE  proposed  a 
resistor-based  ballast  efficiency 
measurement  that  would  then  be 
correlated  to  BEF,  for  consistency  with 
the  standards  set  forth  at  42  U.S.C. 
6295(g)(5)  and  (8).  At  the  NOPR  public 
meeting,  the  Appliance  Standards 
Awareness  Project  (ASAP)  and 
Earthjustice  commented  that  they  did 
not  believe  DOE  was  required  to 
regulate  ballasts  using  the  BEF  metric. 
(ASAP,  Public  Meeting  Transcript,  No. 
12  at  p.  98-99  5;  Earthjustice,  Public 
Meeting  Transcript,  No.  12’ at  p.  100) 

In  response  to  these  comments,  DOE 
is  proposing  a  new  metric  to  describe 
the  efficiency  of  a  ballast  called  ballast 
luminous  efficiency  (BLE).  EPCA  does 
not  require  DOE  to  set  standards  for 
fluorescent  lamp  ballasts  using  the  BEF 
metric  and  grants  DOE  the  authority  to 
use  test  procedures  for  measuring 
energy  efficiency  that  it  determines  are 
appropriate.  (42  U.S.C.  6291,  6295(g), 
and  6293(b)(5))  The  BLE  metric  and  test 
procedure  are  based  on  the  NEMA 
lamp-based  ballast  efficiency  (BE)  test 
procedure  considered  in  the  test 
procedure  NOPR.  Similar  to  the 
procedure  considered  in  the  NOPR,  the 
BLE  test  procedure  measures  ballast 
input  power  and  lamp  arc  power  of  a 
lamp-and-ballast  system.  The  only 
difference  between  the  BE  procedure 
considered  in  the  NOPR  and  the 
proposed  BLE  test  procedure  is  the 
proposed  adjustment  to  the  BLE  of  low- 
frequency  systems  to  account  for  the 
increase  inJamp  efficacy  associated 
with  high-frequency  lamp  oper^ion 
versus  low-frequency.  Specifically,  DOE 
is  proposing  that  low-frequency  BLE  be 
multiplied  by  0.9  to  account  for  the 
approximately  10%  increase  in  lighting 
efficacy  associated  with  high-frequency 
lamp  operation.  DOE  also  proposes  a 


5  A  notation  in  the  form  “ASAP,  Public  Meeting 
Transcript,  No.  12  at  p.  98-99”  identifies  a 
Statement  made  in  a  public  meeting  that  DOE  has 
received  and  has  included  in  the  docket  of  this 
rulemaking.  This  particular  notation  refers  to  a 
comment:  (1)  Submitted  during  the  public  meeting 
on  April  26,  2010;  (2)  in  document  number  12  in 
the  docket  of  this  rulemaking:  and  (3)  appearing  on 
pages  98  through  99  of  the  transcript. 


method  for  calculating  the  ballast  factor 
(BF)  of  a  system  by  dividing  the 
measured  lamp  arc  power  on  the  test 
ballast  by  the  measured  lamp  arc  power 
on  a  reference  ballast.  In  cases  where 
reference  ballast  operating  conditions 
are  unavailable,  the  SNOPR  provides  a 
reference  lamp  power  (specific  to  the 
ballast  type  and  operating  frequency) 
from  an  ANSI  standard  or  from 
empirical  results.  The  ballast  factor 
measurement  is  described  in  more  detail 
in  section  III.D.4.  Particular  lamp  and 
ballast  pairings  are  specified  for  both 
the  BLE  and  BF  measurements. 

DOE  is  proposing  the  BLE  test 
procedure  because  it  reduces 
measurement  variation  and  testing 
burden  compared  to  the  existing  test 
procedure.  In  contrast  to  BEF  and  RSE, 
the  BLE  metric  can  be  used  to  compare 
the  efficiency  across  many  different 
types  of  ballasts.  DOE  also  believes  the 
use  of  a  lamp-and-ballast  system  allows 
the  ballast  to  operate  at  its  natural 
"operating  point  and  will  more 
accurately  assess  ballast  performance 
than  when  the  ballast  test  load  is  a 
resistor.  Furthermore,  a  resistive  load 
can  only  model  the  effective  resistance 
of  a  lamp  operated  at  a  particular  ballast 
factor,  requiring  multiple  ballast  factor 
specific  resistors  to  be  specified  and 
increasing  the  testing  cost  to 
manufacturers.  DOE  also  believes  that 
the  use  of  electrical  measurements  and 
the  calculation  of  BLE  reduce  the 
impact  of  lamp  manufacturing  variation 
on  the  efficiency  descriptor  compared  to 
the  existing  test  procedure. 

C.  Test  Procedures  Considered 

In  the  NOPR,  DOE  proposed  a 
resistor-based  ballast  efficiency 
measurement  correlated  to  BEF.  DOE 
also  provided  descriptions  of  alternative 
test  procedures  it  considered  in  the 
course  of  developing  its  proposal. 
Interested  parties  commented  on  the 
proposed  methodology  and  the  three 
alternative  methods  considered.  The 
following  sections  discuss  DOE’s 
responses  to  interested  party  comments. 

1.  Resistor-Based  Ballast  Efficiency 
Correlated  to  BEF 

In  the  NOPR,  DOE  proposed  a  test 
procedure  to  measure  a  resistor-based 
BE,  which  would  then  be  correlated  to 
BEF.  This  procedure  used  preci.sion 
resistive  loads  to  simulate  the  effective  . 
resistance  of  a  fluorescent  lamp  as  the 
ballast  load.  In  response,  DOE  received 
many  comments  suggesting  performance 
measurements  of  a  lamp-and-ballast 
system  will  provide  more  realistic  data  . 
than  a  resistor  and  ballast  system  while 
still  reducing  measurement  variation 
compared  to  the  existing  method.  These 
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comments  are  discussed  in  additional 
detail  in  section  III.C.2.  Discussed  in  the 
following  paragraphs  are  comments 
DOE  received  on  the  proposed  transfer 
equations,  the  ballasts  selected  for 
testing,  and  ballasts  that  do  not  operate 
resistors. 

NEMA  commented  that  it  supports 
the  BE  method  but  pjefers  the  ballast  to 
be  paired  with  reference  lamps  rather 
than  precision  resistors.  NEMA  and 
Osram  Sylvania  (OSI)  commented  that 
the  ballast  needs  to  be  paired  with  a 
resistor  matched  to  the  ballast  factor  of 
the  ballast  for  it  to  operate  at  its  design 
point.  A  test  procedure  that  requires 
multiple  ballast  factor  specific  resistors 
would  be  very  expensive  considering 
each  resistive  load  bank  costs  1000  to 
2000  dollars  and  is  only  available  on  a 
custom  order  basis.  (NEMA,  No.  15  at  p. 
5, 11;  NEMA,  Public  Meeting 
Transcript,  No.  12  at  p.  21-22,  38-39, 
105;  OSI,  Public  Meeting  Transcript,  No. 
12  at  p.  80) 

DOE  agrees  that  specifying  multiple 
ballast-factor  specific  resistors  would  be 
burdensome  and  that  the  actual 
performance  of  a  ballast  is  better 
measured  while  it  is  operating  the 
natural  lamp  load.  In  this  SNOPR,  DOE 
proposes  a  procedure  which  is 
applicable  to  all  ballasts  and  uses  lamp 
loads  in  the  measurement  of  ballast 
luminous  efficiency. 

DOE  also  received  several  comments 
in  response  to  its  proposed  transfer 
equations  between  BE  and  BEF.  The 
Northwest  Energy  Efficiency  Alliance 
and  the  Northwest  Power  Conservation 
Council  (NEEA  and  NPCC)  commented 
that  the  transfer  equations  between  BE 
and  BEF  may  be  error  prone  and  may 
not  attribute  the  correct  BEF  to  a  ballast. 
(NEEA  &  NPCC,  Public  Meeting 
Transcript,  No.  12  at  p.  86-87,  89, 167- 
168;  NEEA  &  NPCC,  No.  16  at  p.  4-5) 
NEMA  commented  that  a  lighting 
designer  might  prefer  BE  to  be 
correlated  to  BEF  in  order  to  compare 
lighting  efficacy.  NEMA  also  added  that 
it  does  not  believe  small  errors  in  the 
transfer  equation  to  he  an  issue,  because 
lighting  designers  do  not  require  as  high 
a  level  of  accuracy  when  specifying  a 
system.  (NEMA,  No.  15  at  p.  9)  Philips 
commented  that  the  approach  with  the 
transfer  equations  is  essentially  to 
average  the  BEF  values  at  a  particular 
BE  value  and  to  plot  a  line  through 
these  points.  Philips  noted  that  the 
average  BEF  helps  to  account  for  the 
wide  variation  in  BEF  values.  (Philips, 
Public  Meeting  Transcript,  No.  12  at  p. 
87-91)  Philips  also  indicated  general 
agreement  with  the  transfer  equations 
for  the  ballasts  that  operate  four  foot 
medium  bipin  lamps.  (Philips,  Public 
Meeting  Transcript,  No.  12  at  p.  94-95) 


OSI  commented  that  the  test  data  used 
to  develop  the  transfer  equations  could 
bias  the  results  if  the  BEF  or  BE  values 
happened  to  test  on  the  high  or  low  end 
of  the  expected  distribution  of  data. 

(OSI,  Public  Meeting  Transcript,  No.  12 
at  p.  166-167)  NEMA  commented  that 
a  percentage  shift  in  the  transfer 
equation  between  BE  and  BEF  based  on 
ballast  factor  would  not  necessarily  be 
the  same  for  all  ballast  types.  In 
addition,  NEMA  commented  that 
instant  start  ballasts  should  generally  he 
more  efficient  than  prograipmed  start 
ballasts  and  the  transfer  equations 
should  be  consistent  with  this 
difference.  (NEMA,  Public  Meeting 
Transcript,  No.  12  at  p.  21,  25-26)  DOE 
appreciates  the  comments  on  the 
transfer  equations.  Because  DOE  is 
proposing  a  test  procedure  for  BLE 
without  correlation  to  another  metric, 
however,  DOE  does  not  need  to  develop 
transfer  equations  or  scaling 
relationships  between  equations. 

In  response  to  the  test  data  presented 
in  the  fluorescent  lamp  ballast  standards 
rulemaking,  NEEA  and  NPCC 
commented  that  they  understood  DOE 
tested  only  normal  BF  ballasts  and  used 
scaling  relationships  to  derive  the  BE 
and  BEF  for  the  high  and  low  BF 
ballasts.  (NEEA  &  NPCC,  No.  32  at  p.  4) 
DOE  did  test  ballasts  of  all  ballast 
factors,  including  low  and  high  BF 
models.  However,  DOE  tested  low  and 
high  BF  models  using  a  resistor  load 
that  corresponded  to  a  lamp  driven  by 
a  normal  BF  ballast  in  an  effort  to 
reduce  the  inventory  of  resistors 
required  for  testing  and  reduce 
measurement  burden.  Because  the 
ballast  operates  differently  when 
attached  to  a  resistor  that  does  not 
properly  match  the  ballasts’  impedance, 
DOE  developed  separate  transfer 
equations  to  correlate  BE  to  BEF  for 
different  bins  of  BF  (high,  normal,  and 
low®).  In  this  SNOPR,  however,  DOE  is 
proposing  a  test  procedure  based  on^a 
lamp-and-ballast  system  that  does  not 
employ  resistive  loads. 

In  its  testing  for  development  of  the 
resistor-based  BE  test  method  for  the 
NOPR,  DOE  observed  that  some  ballasts 
did  not  operate  resistors.  NEMA 
commented  that  its  round  robin  testing 
for  its  own  investigation  of  the  resistor- 
based  BE  test  procedure  showed  that 
some  ballasts  do  not  start  or  operate 
correctly  with  resistor  loads.  I^MA 
commented  that  in  some  cases,  the 
ballast  senses  the  resistor  is  a  non-lamp 
load  and  will  shut  down  or  fail  to  start 
entirely.  Some  labs  overcome  this  issue 


®High  ballast  factor:  BF  >  1.10;  Normal  ballast 
factor:  0.78  >  BF  >  1.10;  Low  ballast  factor;  BF  < 
0.78. 


by  Starting  the  ballast  without  this 
resistive  load  connected  and  then 
introducing  the  resistor  after  a  short 
time  (as  short  as  500  milliseconds).  This 
setup  can  require  program  controllers 
which  add  parasitic  capacitance  and 
inductance.  (NEMA,  No.  15  at  p.  5,  8) 
NEMA  and  General  Electric  (GE)  also 
commented  that  the  issue  of  some 
ballasts  not  operating  resistors  can  be 
resolved  by  changing  the  procedure  to 
involve  lamp  loads  rather  than  resistors. 
NEMA  noted  that  ballasts  are  designed 
to  operate  lamps,  not  resistors,  and  that 
using  a  lamp  load  will  ensure  a  \3allast 
starts  and  operates  properly.  (NEMA, 
Public  Meeting  Transcript,  No.  12  at  p. 
39,  96-97;  GE,  Public  Meeting 
Transcript,  No,  12  at  p.  97-98;  NEMA, 
No.  15  at  p.  6)  Finally,  the  GA  Utilities 
commented  that  they  did  not  support 
the  use  of  different  test  procedures  for 
ballasts  that  do  and  do  not  operate 
resistors.  (CA  Utilities,  No.  13  at  p.  2- 
3)  DOE  agrees  that  a  change  of  test 
procedure  to  involve  lamp. loads  rather 
than  resistive  loads  will  resolve  the 
issue  of  some  ballasts  not  operating 
resistors  properly-and  will  provide  a 
procedure  applicable  to  all  ballasts. 

2.  Lamp-Based  Ballast  Efficiency 
Gorrelated  to  BEF 

In  the  NOPR,  DOE  considered  a  lamp- 
based  BE  measurement  that  would  then 
be  correlated  to  BEF  using  transfer 
equations.  DOE  defined  this  lamp-based 
BE  as  lamp  arc  power  divided  by  ballast 
input  power  such  that  cathode  heating 
power  was  included  in  the  input  but  not 
in  the  output.  This  procedure  is  based 
largely  on  the  BE  test  procedure 
described  in  the  NEMA  Alternative  Test 
Procedure  Handout,  available  at  http:// 
wwwl  .eere.energy.gov/buildings/ 
a  p  pliancejstandards/resi  den  tial/pdfs/ 
fl_ballast_tp_nema.pdf.  In  this  SNOPR, 
DOE  is  proposing  a  variation  of  lamp- 
based  BE  called  ballast  luminous 
efficiency  (BLE).  BLE  is  equal  to  lamp 
arc  power  divided  by  input  power  and 
then  multiplied  by  an  adjustment  factor 
based  on  high-  or  low-frequency  lamp 
operation.  This  adjustment  factor 
accounts  for  the  decreased  lighting 
efficacy  of  low-ft-equency  lamp 
operation.  DOE  references  the  BLE 
procedure  in  the  responses  to  comments 
that  follow  on  the  lamp-based  BE 
procedure,  and  provides  more  detail  on 
the  BLE  procedure  in  section  III.D.  As 
discussed  in  the  following  paragraphs, 
DOE  received  comments  suggesting  a 
ballast  should  be  tested  with  a  lamp 
load  (not  a  resistor),  as  well  as 
comments  on  the  potential  drawbacks 
and  benefits  of  the  BE  metric  competed 
to  BEF,  a  new  method  for  the 
measurement  of  ballast  factor,  and  the 
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validity  of  the  lamp-based  BE  procedure 
for  ballasts  other  than  instant-  and 
programmed-start  ballasts  with  full 
cathode  cutout. 

DOE  received  several  comments 
suggesting  that  BE  is  better  measured 
with  a  lamp-and-ballast  system  rather 
than  a  resistor  and  ballast  system. 

NEMA  commented  in  the  NOPR  public 
meeting  that  it  supports  the  adoption  of 
the  lamp-based  BE  test  procedure. 

NEMA  commented  that  the  lamp-based 
BE  procedure  is  simple,  repeatable 
(testing  variation  of  ±2.5  percent),  and 
can  be  used, to  generate  a  stand-alone  BE 
value  or  combined  with  a  transfer 
equation  to  calculate  BEF.  NEMA  also 
indicated  that  the  procedure  provides  a 
clear  description  of  ballast  performance 
while  minimizing  the  effects  of 
reference  lamps  on  the  ballast  and  lamp 
system.  (NEMA,  No.  15  at  p.  2,  7,.  14; 
NEMA,  Public  Meeting  Transcript,  No. 

12  at  p.  20-21, 165-166;  NEMA,  Public 
Meeting  Transcript,  No.  12  at  p.  38) 
NEMA  commented  that  the  ballast 
should  operate  a  reference  lamp  when 
lamp  arc  power  and  ballast  input  power 
are  measured.  (NEMA,  No.  15  at  p.  14) 
Finally,  OSI  commented  that  ballast 
design  laboratories  are  familiar  with 
electrical  efficiency  testing,  and 
typically  make  these  measurements 
rather  than  photometric  measurements 
when  designing  ballasts.  (OSI,  Public 
Meeting  Transcript,  No.  12  at  p.  60). 

NEEA  and  NPCC  commented  that 
they  prefer  the  usage  of  fluorescent 
lamps  as  the  load  for  a  ballast  when 
testing  for  ballast  efficiency  compared  to 
the  usage  of  resistive  loads.  (NEEA  & 
NPCC,  No.  16  at  p.  5;  NEEA  &  NPCC, 

No.  32  at  p.  4  7)  NEMA  and  GE  also 
recommended  that  lamps  be  utilized  as 
the  load  for  testing  the  BE  of  a  ballast. 
They  also  noted  that  lamps  respond  to 
the  current  supplied  .by  a  ballast,  are 
readily  available  and  inexpensive  to 
procure,  and  provide  a  natural  .operating 
load  for  the  ballast.  (NEMA,  Public 
Meeting  Transcript,  No.  12  at  p.  22,  GE, 
Public  Meeting  Transcript,  No.  12  at  p. 
103;  NEMA,  No.  15  at  p.  6-7)  Philips 
agreed  that  the  ballast  should  operate  a 
lamp  for  the  measurement  of  BE. 
(Philips,  Public  Meeting  Transcript,  No. 
12  at  p.  39)  NEMA  also  commented  that 
by  correctly  matching  the  lamp 
impedance  to  the  ballast,  the  maximum 
power  transfer  from  the  ballast  to  the 
lamp  occurs  and  the  ballast  operates  at 
its  design  point  and  design  efficiency. 
(NEMA,  No.  15  ai  p.  6)  Reference  lamps 
are  standardized  and  well  characterized 


’  This  written  comment  was  submitted  to  the 
docket  of  the  fluorescent  lamp  ballast  standards 
rulemaking  [Docket  No.  EERE-2007-BT-STD— 0016; 
RIN  1904-AB50]. 


and  can  be  procured  from  any  lamp 
manufacturer.  (NEMA,  No.  15  at  p.  6) 
Philips  and  GE  commented  that  the 
lamp  load  should  be  a  reference  lamp  to 
keep  the  ballast  near  its  designed 
operating  point.  The  reference  lamp 
provides  a  common  electrical  operating 
point.  (Philips,  Public  Meeting 
Transcript,  No.  12  at  p.  64;  GE,  Public 
Meeting  Transcript,  No.  12  at  p.  63,  80) 
The  CA  Utilities  agreed,  commenting 
that  if  DOE  adopts  a  BE  based  test 
procedure,  it  should  use  reference 
lamps  as  the  ballast  load.  (CA  Utilities, 
No.  13  at  p.  2) 

DOE  agrees  that  electrical 
measurements  of  ballast  performance 
are  more  realistic  while  the  ballast  is 
operating  a  lamp  load  compared  to  a 
purely  resistive  load.  Though  a  resistive 
load  provides  a  constant  and  repeatable 
operating  point,  a  precision  resistor  is 
more  expensive  than  a  lamp,  does  not 
change  impedance  in  response  to 
ballasts  of  different  ballast  factor,  and 
does  not  always  provide  the  proper 
operating  point  for  the  ballast.  DOE  also 
understands  that  electrical 
measurements  are  commonly  used  in 
ballast  design  labs  to  ascertain 
performance.  In  this  SNOPR,  DOE  is 
proposing  ballast  performance 
measurements  based  on  a  reference 
lamp-and-ballast  system  as  the  new  test 
procedure  for  fluorescent  lamp  ballasts 
based  on  the  NEMA  Test  Procedure 
Handout  and  comments  from  Philips 
and  GE. 

Philips  and  GE  also  commented  that 
BE  would  be  a  more  appropriate  metric 
than  BEF,  because  BE  is  a  metric  that 
allows  for  the  comparison  of  all  ballast 
systems,  including  different  numbers  of 
lamps  or  lamp  type,  using  a  common 
basis  for  the  metric.  (Philips,  Public 
Meeting  Transcript,  No.  12  at  p.  71;  GE, 
Public  Meeting  Transcript,  No.  12  at  p. 
74)  GE  also  commented  that  BE  is  a 
useful  metric  for  original  equipment 
manufacturers  when  deciding  which 
products  to  combine  into  their  lighting 
systems.  (GE,  Public  Meeting  Transcript, 
No.  12  at  p.  74-75)  NEEA  and  NPCC 
commented,  how’ever,  that  a  lighting 
designer  may  be  more  interested  in 
meeting  a  lumen  per  unit  area 
requirement  than  achieving  a  one  or  two 
percent  difference  in  ballast  efficiency. 
(NEEA  &  NPCC,  Public  Meeting 
Transcript,  No.  12  at  p.  73)  NEEA  and 
NPCC  commented  that  ballasts  are  not 
useful  except  as  part  of  a  lighting 
system,  suggesting  that  for  a  lighting 
product,  lighting  output  per  unit  power 
input  is  the  metric  that  matters.  Because 
ballasts  of  increased  electrical  efficiency 
do  not  always  produce  the  same  amount 
of  light,  NEEA  and  NPCC  gave  first 
preference  to  an  improved  light-output- 


based  test  procedure,  followed  by  a 
lamp-based  BE  metric  without 
correlation  to  BEF,  and  finally  the 
resistor-based  BE  test  procedure  with 
multiple  ballast-factor  specific  resistors 
specified  for  each  lamp.  NEEA  and 
NPCC  also  commented  that  lamp 
operating  frequency  has  a  large  impact 
on  light  output.  (NEEA  &  NPCC,  No.  16 
at  p.  2,  5)  In  its  written  comments, 

NEMA  stated  that  BEF  could  be 
calculated  from  BE  using  the  reference 
arc  power  listed  in  ANSI  C78.81-‘2010. 
NEMA  also  noted  that  its  method  of 
correlating  BE  to  BEF  would  allow 
manufacturers  to  express  the 
performance  of  the  ballast  in  terms  of 
BEF  to  engineers  and  lighting 
consultants  while  still  using  an 
electrical  measurement  for  indicating 
compliance  with  energy  conservation 
standards.  (NEMA,  No.  15  at  p.  9) 

The  CA  Utilities  commented  that  the 
existing  test  procedure  is  more 
appropriate  than  the  lamp-based  BE 
measurement  because  it  measures  the 
two  most  important  parameters  to 
ballast  consumers:  Input  power  and 
light  output.  The  CA  Utilities 
commented  that  ballasts  with  the  same 
BE  may  produce  more  or  less  light  from 
the  same  lamp  depending  on  the 
frequency  at  which  they  operate  the 
lamp.  Furthermore,  the  CA  Utilities 
commented  that  for  high-frequency 
ballasts,  variations  in  frequency,  crest 
factor,  and  wave  shape  can  affect  lamp 
efficacy.  However,  if  DOE  proposes  a  BE 
test  procedure,  the  CA  Utilities 
commented  that  they  encourage  DOE  to 
keep  the  standards  in  terms  of  BE  and 
not  correlate  to  BEF.  (CA  Utilities,  No. 

13  at  p.  1-3) 

DOE  believes  BLE  is  the  best  metric 
for  assessing  the  performance  of  a 
ballast.  BLE  provides  for  wide 
comparability  among  all  types  of 
ballasts  and  can  distinguish  between  the 
efficacy  of  high-  and  low-frequency 
lamp  operation.  For  ballast  customers 
who  prefer  the  BEF  metric,  DOE  agrees 
that  manufacturers  could  provide  a  BEF 
value  calculated  from  the  BLE 
measurement  using  the  technique 
suggested  by  NEMA.  As  explained  in 
the  paragraphs  that  follow,  DOE 
proposes  a  modification  to  the 
measurement  of  BE  (resulting  in  the  BLE 
metric)  in  this  SNOPR  to  address  the 
concerns  of  the  CA  Utilities  and  NEEA 
and  NPCC  on  the  impact  of  lamp 
operating  frequency  on  light  output. 
More  detail  on  the  BLE  metric  proposed 
in  this  SNOPR  is  provided  in  section 
IIl.D. 

To  account  for  the  change  in  lighting 
efficacy  as  a  result  of  lamp  operating 
frequency,  DOE  has  developed  a 
modification  to  the  metric  measured  in 
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the  NEMA  Alternative  Test  Procedure 
Handout  that  DOE  calls  BLE.  Under  this 
metric,  the  lamp  arc  power  for  ballasts 
that  operate  lamps  at  low  frequency  will 
be  multiplied  by  0.9.  This  adjustment 
factor  compensates  for  the  reduced  lamp 
efficacy  that  results  from  low-frequency 
operation.  Figure  III.l  shows  lamp 
efficacy  increases  with  increased 
operating  frequency  up  to  about  20  kHz, 
after  which,  lamp  efficacy  is  close  to 


constant.®  DOE  believes  it  is  reasonable 
to  assume  a  fixed  adjustment  factor  for 
all  high-frequency  ballasts,  as  most 
high-frequency  ballasts  operate  at 
greater  than  20  kHz.  DOE  believes  the 
impact  of  lamp  current  crest  factor 
(LCCF)  and  waveform  to  have  a  minimal 
impact  on  efficacy  compared  to  the 
difference  between  low  and  high 
frequency  operation.  Lamp  current  crest 
factor  is  limited  by  ANSI  standards  and 


does  not  affect  lamp  efficacy 
significantly.  DOE  also  believes  the 
difference  in  waveform  has  a  minimal 
impact  on  lamp  efficacy  because  the 
limitations  on  lamp  current  crest  factor  ' 
and  power  factor  constrain  the  variety  of 
waveforms  present  in  the  market.  DOE 
seeks  comment  and  data  on  the  impact 
of  LCCF  and  waveform  on  lamp  efficacy 
and  on  its  decision  to  adjust  BLE  for 
low-frequency  ballasts  by  a  factor  of  0.9. 


Figure  III.l  Fluorescent  Lamp  Efficacy  vs.  Lamp  Operating  Frequency 

Source:  Adapted  from  The  lESNA  Lighting  Handbook,  2000. 


DOE  received  comment  that  the  term 
ballast  efficiency  already  has  an 
accepted  meaning  in  industry.  NEMA 
commented  that  ballast  efficiency  can 
be  defined  as  a  purely  electrical 
measurement  that  documents  the  true 
efficiency  of  a  ballast  by  dividing  total 
ballast  output  power  by  ballast  input 
power.  NEMA  commented  that  ballast 
efficiency  by  itself  does  not  account  for 
the  reduced  system  efficiency  associated 
with  ballasts  that  employ  cathode 
heating  and  suggested  measuring  a 
metric  defined  as  lamp  arc  power 
divided  by  ballast  input  power.  (NEMA, 
No.  15  at  p.  15;  Philips,  Public  Meeting 
Transcript,  No.  12  at  p.  71-72)  Philips 
commented  that  while  cathode  heating 
does  increase  lamp  column  efficacy,  it 
does  not  offset  the  added  energy 
required  to  heat  the  lamp  electrodes. 
(Philips,  Public  Meeting  Transcript,  No. 
12  at  p.  44-46)  In  the  NOPR,  DOE 
defined  ballast  efficiency  as  lamp  arc 
power  divided  by  ballast  input  power, 
but  in  the  SNOPR,  DOE  is  proposing  the 
metric  ballast  luminous  efficiency 
(BLE),  which  is  defined  as  lamp  arc 
power  divided  by  ballast  input  power 


multiplied  by  an  adjustment  factor  for 
low-frequency  operation.  The 
alternative  nomenclature  BLE  also 
indicates  that  the  metric  is  slightly 
different  than  a  true  ballast  efficiency 
measurement.  DOE  believes  the  BLE 
procedure  accurately  accounts  for  the 
diminished  system  efficacy  associated 
with  lamp  cathode  heating  by  only 
including  lamp  arc  power  (not  cathode 
heating)  in  the  ballast  output 
measurement. 

GE  and  NEMA  commented  that  the 
impact  of  lamp  to  lamp  variation  is 
minimized  with  the  lamp-based  BE  test 
procedure  because  variations  in  lamp 
measured  power  will  impact  ballast 
input  power  and  ballast  output  power  in 
such  a  way  that  the  ratio  of  ballast 
efficiency  is  mostly  unaffected.  (GE, 
Public  Meeting  Transcript,  No.  12  at  p. 
62-63;  NEMA,  No.  15  at  p.  6)  DOE 
agrees  that  the  metric  of  lamp  arc  power 
divided  by  ballast  input  power  is  mostly 
unaffected  by  lamp  to  lamp  variation. 
Because  variations  in  lamp  power  affect 
both  the  numerator  and  denominator, 
the  calculation  of  BE  (as  defined  in  the 
NOPR)  or  BLE  (as  defined  in  this 


SNOPR)  minimizes  the  impact.  This  is 
in  contrast  to  the  existing  light-output 
based  test  procedure  where  variations  in 
lamp  measured  power  have  significant 
impact  on  ballast  input  power  but  not 
relative  light  output. 

NEMA  commented  that  the  lamp- 
based  BE  measurement  would  be 
preferable  to  the  resistor-based  BE 
measurement  proposed  in  the  NOPR 
because  it  would  allow  for  measurement 
of  ballast  performance  at  steady  state. 
The  resistor-based  BE  method  involves 
measurement  of  ballast  performance 
within  one  minute  of  energizing  the 
ballast,  and  the  resistor  then  needs  to 
rest  for  one  minute  so  that  an  increase 
in  temperature  would  not  impact  its 
resistance.  NEMA  commented  that 
unlike  resistors,  lamps  do  not  have  a 
duty  cycle  requirement  necessitating 
them  to  be  run  for  long  periods  of  time 
without  deviation  from  the  desired 
operating  point.  (NEMA,  No.  15  at  p.  6) 
GE  commented  that  the  lamp-based  BE 
test  procedure  measures  ballast 
performance  at  steady-state,  in  contrast 
to  the  resistor-based  test  procedure 
proposed  in  the  NOPR.  NEMA  and  GE 


®Rea.  Mark  S.,  ed.  The  lESNA  Lighting  2000.  The  Illuminating  Engineering  Society  of 
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commented  that  certain  ballast' 
components  such  as  magnetics  and 
diodes  operate  at  higher  efficiency  once 
they  have  reached  a  steady  state 
temperature.  Testing  at  steady  state 
therefore  captures  the  in-practice 
performance  of  a  ballast.  (GE,  Public 
Meeting  Transcript,  No.  12  at  p.  82-83; 
NEMA,  No.  15  at  p.  6)  Philips  agreed 
that  measurement  of  the  ballast 
performance  is  more  realistic  at  steady 
state  than  within  one  minute  of 
energizing.  (Philips,  Public  Meeting 
Transcript,  No.  12  at  p.  163) 

DOE  agrees  that  the  lamp-ba^ed  BE 
test  procedure  is  simpler  and  more 
representative  of  ballast  performance 
than  the  resistor-based  method.  Because 
a  lamp  does  not  have  a  short  duty  cycle, 
the  lamp-and-ballast  system  can  be 
operated  for  a  long  enough  time  to  reach 
steady  state  and  the  ballast 
measurement  can  be  representative  of 
typical  operation.  In  this  SNOPR,  DOE 
is  proposing  a  BLE  test  procedure  in 
which,  like  the  BE  method,  the 
performance  of  a  ballast  is  measured  at 
steady  state  while  operating  a  lamp 
load. 

The  lamp-based  BE  test  procedure 
would  define  particular  lamp  and 
ballasts  pairings  for  testing  ballast 
performance.  In  its  written  comments, 
NEMA  recommended  that  instant-start 
ballasts  and  programmed-rapid-start  • 
ballasts  with  cathode  cut-out  should  be 
tested  with  a  full  wattage  load.  (NEMA, 
No.  15  at  p.  6-7)  In  this  SNOPR,  DOE  " 
is  proposing  to  pair  ballasts  with  the 
most  common  wattage  lamp  for  testing 
purposes  (see  section  III.D.2  for 
additional  detail).  In  the  case  of  instant- 
start  ballasts  and  programmed-rapid- 
start  ballasts  (with  or  without  full 
cathode  cut-out), 'DOE  is  proposing  that 
these  ballasts  operate  full-wattage  lamps 
which  are  also  the  most  common 
wattage  in  these  groupings.  Some 
ballasts,  such  as  rapid  start  T12  ballasts, 
are  paired  with  reduced  wattage  or 
energy  saver  lamps  as  this  will  be  the 
most  common  pairing.  The  proposal  for 
lamp-and-ballast  pairing  in  this  SNOPR 
is  the  same  as  discussed  in  the  test 
procedure  NOPR. 


GE  also  commented  on  the  transfer 
equations  for  BE  to  BEF,  stating  that 
fitting  a  line  of  best  fit  to  tested  BEF  and 
BE  data  would  be  a  reasonable  method 
of  developing  a>  transfer  equation 
between  the  two  metrics.  (GE,  Public 
Meeting  Transcript,  No.  12  at  p.  64-65) 
GE  commented  that  separate  empirically 
derived  transfer  equations  would  likely 
be  needed  for  ballasts  that  either  employ 
or  do  not  employ  cathode  heating.  (GE, 
Public  Meeting  Transcript,  No.  12  at  p. 
65-66)  At  the  NOPR  public  meeting, 
Philips  commented  that  it  developed 
correlations  between  BE  and  BEF  for 
instant  start  ballasts  and  ballasts  with 
cathode  cutout  when  using  the  lamp- 
based  BE  test  procedure.  (Philips,  Public 
Meeting  Transcript,  No.  12  at  p.  36) 
NEMA  commented  that  separate  transfer 
equations  for  ballasts  of  different  ballast 
factor  would  be  unnecessary  with  a 
lamp-based  BE  test  procedure.  (NEMA, 
No.  15  at  p.  6)  The  CA  Utilities 
commented  that, they  did  not  agree  with 
using  the  same  transfer  equations  for 
converting  BE  to  BEF  for  high  and  low 
frequency  ballasts  because  of  the  change 
in  lamp  efficacy.  A  high-  and  low- 
frequency  ballast  with  the  same  BE 
would  not  have  the  same  BEF.  (CA 
Utilities,  No.  13  at  p.  2)  In  its  written 
comments,  NEMA  stated  that  BEF  could 
be  calculated  from  BE  using  the 
reference  arc  power  listed  in  ANSI  , 
C78. 81-2010  9.  NEMA  suggested 
multiplying  BE  by  100,  dividing  by 
number  of  lamps,  and  dividing  by  the 
ANSI  reference  lamp  arc  power.  Philips 
commented  that  this  technique  is  based 
on  the  assumption  that  light  output  is 
directly  proportional  to  arc  power  for  all 
ballast  types  over  the  ballast  factor  range 
from  0.75  to  1.15.  NEMA  provided  test 
data  that  supports  this  claim.  NEMA 
also  commented  that  the  calculation 
favors  ballasts  with  less  cathode 
heating,  which  is  consistent  with  the 
goal  of  promoting  energy  efficient 
systems.  (NEMA,  No.  29  at  p.  3;  NEMA, 
No.  15  at  p.  15-16;  Philips,  Public 
Meeting  Transcript,  No.  12  at  p.  51-53) 
In  the  SNOPR,  DOE  is  proposing  to 
measure  BLE  directly  without 
correlation  to  another  metric.  To  convert 


the  existing  standards  from  BEF  to  BLE, 
however,  DOE  used  the  NEMA 
suggested  calculation  (rather  than 
empirical  correlations)  to  convert  the 
existing  BEF  energy  conservation 
standards  to  BLE  standards.  DOE  used 
different  conversion  equations  to  assign 
the  associated  BLE  for  high-  or  low- 
frequency  ballasts,  in  agreement  with 
the  CA  Utilities’  comment. 

To  convert  from  BEF  to  BLE,  DOE 
multiplied  the  BEF  values  by  the 
corresponding  reference  lamp  arc  power 
listed  in  Table  III.2  and  the  number  of 
lamps  operated  by  the  ballast.  As 
described  in  section  III.Dyl,  these 
reference  arc  powers  originate  from 
ANSI  C78. 81-2010  or  lEC  6008FEd  5.0, 
the  results  of  empirical  analysis 
performed  by  DOE,  or  scaling  from  a 
similar  lamp  type  (as ’described  in  the 
next  paragraph).  For  example,  for 
ballasts  that  operate  two  F34T12  lamps, 
DOE  multiplied  1.35  (BEF)  by  two 
(number  of  lamps)  and  29.81  (high- 
frequency  reference  lamp  arc  power 
based  on  empirical  testing)  which 
resulted  in  a  BLE  of  80.5%.  To  convert 
the  same  BEF  to  a  low-frequency 
equivalent  BLE,  DOE  multiplied  1.35  by 
two  (number  of  tamps),  32  (low- 
frequency  reference  lamp  arc  power), 
and  0.9  (lamp  operating  frequency 
adjustment  factor)  which  resulted  in  a 
BLE  of  77.8%.  Table  III.l  lists  the 
existing  standards  and  their 
corresponding  values  in  BLE  using  the 
methodology  described  in  this 
paragraph. 

DOE  did  hot  have  high-frequency 
ANSI  reference  specifications  or 
empirical  data  for  F40T12  or  F96T12 
lamps.  To  estimate  high-frequency  lamp 
arc  powers  for  the  F40T12  lamp,  DOE 
scaled  the  low-frequency  ANSI-based 
F40T12  reference  power  using  the  ratio 
of  high-frequency  to  low-frequency 
reference  powers  for  the  F34T12  lamp. 
For  the  F96T12  lamp,  DOE  used  the 
same  methodology  using  the  ratio  of 
high-  to  low-frequency  reference  power 
for  the  F96T12/ES  lamp  to  scale  the 
low-frequency  ANSI-based  F96T12 
reference  power  to  high-frequency. 


Table  111.1— Existing  BEF  Standards  and  Corresponding  BLE  Conversion 


Ballasts  that  operate: 

Ballast 

input 

voltage 

Total 
nominal 
lamp  watts 

Ballast 

efficacy 

factor 

1 

BLE  Low-  1 
frequency  j 

BLE  High- 
frequency 

One  F40T 1 2  lamp . 

120/277 

40 

2.29 

80.4 

83.2 

Two  F40T12  lamps  . '. . 

.  120/277 

80 

1.17 

82.1  I 

85.0 

Two  F96T12  lamps  . 

120/277 

150 

0.63 

85.1  1 

89.7 

Two  F96T12HO  lamps . 

120/277 

220 

0.39 

74.4  ! 

78.0 

One  F34T12  lamp . 

120/277 

34 

2.61 

75.2  1 

77.8 
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Table  1 1 1.1— Existing  BEF  Standards  and  Corresponding  BLE  Conversion— Continued 


Ballasts  that  operate: 

Ballast 

input 

voltage 

Total 
nominal 
lamp  watts 

Ballast 

efficacy 

factor 

BLE  Low- 
frequency 

BLE  High- 
frequency 

Two  F34T12  lamps  . . 

120/277 

68 

1.35 

77.8 

80.5 

Two  F96T12/ES  lamps  . 

120/277 

120 

0.77 

83.9 

88.4 

Two  F96T12/HO/ES  lamps . 

120/277 

190 

0.42 

68.0 

71.3 

While  DOE  is  proposing  the  BLE 
metric  in  this  SNOPR,  DOE  also 
proposes  a  method  for  calculating 
ballast  factor  of  a  ballast  by  dividing  the 
measured  lamp  arc  power  on  the  test 
ballast  by  the  measured  lamp  arc  power 
on  a  reference  ballast.  In  some  cases, 
when  reference  ballast  operating 
conditions  are  unavailable,  the  SNOPR 
provides  a  reference  lamp  power  from 
an  ANSI  standard  or  from  empirical 
results.  As  described  in  the  preliminary 
analysis  of  the  fluorescent  lamp  ballast 
standards  rulemaking,  DOE  is 
considering  categorizing  ballasts  into 
different  groups  (product  classes)  based 
on  ballast  factor.  These  product  classes 
could  then  be  subject  to  different  energy 
conservation  standards.  DOE  could  use 
the  ballast  factor  measurement  in  this 
test  procedure  to  assign  a  ballast  to  a 
particular  product  class.  See  section 
1II.D.4  for  additional  detail  on  the 
ballast  factor  calculation. 

In  commenting  on  the  lamp-based  BE 
procedure,  which  is  similar  to  the 
suggested  lamp-based  BE  test  procedure 
outlined  in  the  NEMA  Alternative  Test 
Procedure  Handout,  Philips  indicated 
that  the  NEMA  procedure  was  only 
valid  for  instant-start  ballasts  and 
programmed-start  ballasts  with  full 
cathode  cutout.  Philips  stated  that 
NEMA  had  not  completed  enough  due 
diligence  for  ballasts  with  cathode 
heating  to  make  a  proposal.  Philips 
indicated  that  the  existing  light  output 
based  procedure  could  be  used  for 
ballasts  without  cathode  heating. 

Philips  also  commented  that  DOE  could 
make  the  assumption  in  the  test 
procedure  to  include  cathode  heating  as 
ballast  losses  and  account  for  this 
difference  in  the  energy  conservation 
standard.  (Philips,  Public  Meeting 
Transcript,  No.  12  at  p.  36,  38,47,  65, 
71-72)  Then,  in  written  comments, 
NEMA  provided  supplemental 
information  suggesting  a  modification  to 
the  test  setup  to  support  ballasts  that 
employ  cathode  heating.  NEMA 
indicated  that  two  1 ,000  ohm  resistors 
should  be  placed  in  parallel  with  both 
sets  of  lamp  pins,  generating  a  midpoint 
from  which  to  measure  the  lamp 
discharge  voltage.  NEMA  also  noted  that 
the  resistors  are  of  high  enough 
impedance  not  to  affect  the  lamp  ■ 


operating  characteristics  and  low 
enough  impedance  not  to  affect  the 
measurement  sy.stem.  (NEMA,  No.  15  at 
p.  7)  In  response  to  the  original  NEMA 
proposal  that  was  applicable  only  to 
ballasts  without  cathode  heating,  NEE  A 
and  NPCC  commented  that  they  do  not 
support  a  test  procedure  that  is  only 
applicable  to  certain  ballasts.  (NEEA  & 
NPCC,  No.  16  at  p.  3-4)  NEEA  and 
NPCC  commented  that  the  existing  test 
procedure  for  BEF  applies  equally  well 
to  all  ballast  types,  which  is  not  the  case 
for  the  lamp-based  BE  alternative,  the 
NOPR  resistor-based  BE  proposal,  or  the 
procedure  as  outlined  in  the  NEMA 
Alternative  Test  Procedure  Handout.  GE 
commented  that  the  use  of  more  than 
one  test  procedure  for  ballasts  subject  to 
the  same  energy  conservation  standard 
was  not  desirable.  (GE,  Public  Meeting 
Transcript,  No.  12  at  p.  97-98) 

DOE  agrees  that  the  test  procedure  for 
fluorescent  lamp  ballasts  should  be 
applicable  to  all  ballasts  subject  to  the 
same  standards.  DOE  believes  that  the 
test  setup  with  resistors  in  parallel  with 
the  lamp  pins  would  allow  for 
repeatable  BE  measurements,  as  well  as 
BLE  measurements,  for  rapid-  and 
programmed-start  ballast  regardless  of 
the  level  of  cathode  heating.  Rather  than 
require  the  ballast  to  be  tested  to 
determine  the  level  of  cathode  heating, 
DOE  would  use  the  voltage  divider  for 
all  rapid-  and  programmed-start  ballasts. 
The  voltage  divider  would  provide  a 
position  in  the  circuit  to  measure  the 
lamp  arc  voltage  assuming  the  arc 
begins  near  the  center  of  the  ballast. 

This  is  in  contrast  to  a  setup  without  the 
divider  when  lamp  arc  voltage  would 
vary  depending  on  the  position  of  the 
'hotspot  on  each  electrode.  As  a  result, 
DOE  believes  that  NEMA’s  suggested 
test  setup  augments  the  BE  procedure, 
and  the  proposed  BLE  procedure,  such 
that  both  procedures  are  applicable  to 
all  ballasts. 

3.  Improved  Light-Output-Based  Test 
Procedure 

In  the  NOPR,  DOE  considered 
improving  the  existing  light-output 
based  test  procedure  to  reduce 
measurement  variation.  The 
measurement  variation  in  the  existing 
procedure  can  be  attributed  to  operating 


conditions,  variation  in  measured  power 
of  reference  lamps,  inconsistent  output 
power  measurements  in  determining 
ballast  factor,  and  ambient  temperature. 
DOE  invited  comment  on  the  clarified 
methodologies  and  tighter  tolerances  for 
temperature  and  reference  lamp 
measured  power. 

The  CA  Utilities  commented  that  they 
supported  the  improvements  to  the 
existing  test  procedure  presented  in  the 
NOPR  to  reduce  measurement  variation, 
including  tightening  reference  lamp 
tolerance,  requiring  uniform  operating 
conditions,  taking  measurements  at 
constant  voltage  (consistent  with  the 
general  service  fluorescent  lamps  test 
procedure  listed  in  10  CFR  part  430 
appendix  R  to  subpart  B),  using  only 
one  approach  for  calculating  BF,  and 
testing  universal  voltage  commercial 
ballasts  at  277V  and  residential 
universal  voltage  ballasts  at  120V.  (CA 
Utilities,  No.  13  at  p.  2)  NEEA  and 
NPCC  also  supported  the  improvements 
to  the  existing  test  procedure  with  the 
exception  of  the  ambient  temperature 
specification,  which  they  believed 
would  be  extraordinarily  costly.  NEEA 
and  NPCC  preferred  the  improved  light- 
output-based  method  to  all  other  test 
procedure  proposals.  (NEEA  &  NPCC, 
No.  16  at  p.  1-3)  NEEA  and  NPCC  also 
commented  that  DOE  should  test  the 
proposed  changes  with  a  large  sample 
size  so  that  statistics  such  as  standard 
deviation  can  be  computed.  NEEA  and 
NPCC  commented  that  this  data  is 
needed  to  judge  the  existing  test 
procedure  against  the  proposed 
amendment  and  alternatives.  (NEEA  & 
NPCC,  No.  16  at  p.  3)  General  Electric 
(GE),  Philips,  and  NEMA  agreed  that 
controlling  a  photometric  laboratory  to 
25  °C  ±  0.5  °C  is  a  significant 
undertaking  and  would  require 
upgrades  of  the  air  conditioning  and  air 
handling  controls  and  could  require 
some  specialized  equipment.  (GE, 

Public  Meeting  Transcript,  No.  12  at  p. 
59,  105;  Philips,  Public  Meeting 
Transcript,  No.  12  at  p.  60-61;  NEMA, 
No.  15  at  p.  7)  Philips  and  NEMA  also 
commented  that  decreasing  the 
tolerance  on  reference  lamps  would 
significantly  increase  the  burden  in 
identifying  reference  lamps  compared  to 
the  already  difficult  process  of  meeting 
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the  current  specification.  (Philips, 

Public  Meeting  Transcript,  No.  12  at  p. 
60-61;  NEMA,  No.  15  at  p.  7-8)  NEEA 
and  NPCC  disagreed  with  NEMA  on  the 
issue  of  reference  lamp  variation, 
commenting  that  while  the  process  of 
identifying  reference  lamps  is  tedious, 
they  did  not  see  any  reason  why  this 
technique  introduced  unmanageable 
variation  into  the  test  process.  (NEEA  & 
NPCC],  No.  16  at  p.  2)  GE  commented 
that  the  BEF  metric  is  based  heavily  on 
the  input  power  to  the  ballast.  However, 
a  vast  majority  of  the  input  power  is 
dependent  on  the  lamp,  and  the  ballast 
manufacturer  has  no  control  over  this 
lamp  power.  As  a  result,  input  power 
and  BEF  will  vary  in  response  to  the 
measured  power  of  the  lamp,  potentially 
making  high  performance  ballasts  look 
less  efficient.  Furthermore,  the  BEF  test 
procedure,  as  defined,  contains  some 
latitude  that  permits  variation  between 
test  laboratories.  (GE,  Public  Meeting 
Transcript,  No.  12  at  p.  35-36) 

DOE  agrees  that  a  tighter  tolerance  on 
ambient  temperature  would  be  more 
burdensome  to  manufacturers,  though  it 
would  decrease  measurement  variation. 
DOE  also  believes  that  tightening  the 
tolerance  on  reference  lamp  measured 
power  would  increase  the  burden  for 
lamp  identification  because  fewer  lamps 
would  meet  the  more  stringent 
specification.  While  DOE  agrees  with 
NEEA  and  NPGG  that  the  process  of 
identifying  reference  lamps  can  be 
accurately  carried  out  at  any  test 
laboratory,  because  a  reference  lamp  can 
vary  in  measured  power  up  to  plus  or 
minus  2.5%  of  the  rated  lamp  power 
(existing  requirements)  or  up  to  1%  in 
the  improved  light  output  based  test 
procedure,  the  permitted  variation  in 
measured  power  introduces  variation 
into  the  BEF  metric.  The  same  ballast 
paired  with  reference  lamps  of  different 
measured  power  will  measure  different 
ballast  input  power,  impacting  die  value 
of  BEF.  All  other  procedural  • 
improvements  and  clarifications 
including  requiring  uniform  operating 
conditions,  taking  measmrements  at 
constant  voltage,  using  only  one 
approach  for  calculating  BF,  and  testing 
universal  voltage  commercial  ballasts  at 
277V  and  residential  universal  voltage 
ballasts  and  cold-temperature  sign 
ballasts  at  120V  would  reduce  testing 
variation  without  appreciably  increasing 
testing  burden.  DOE  does  not  plan  to 
investigate  the  improved  light  output 
based  test  procedure  through  testing 
because  it  believes  BLE  to  be  a  better 
metric  and  test  procedure.  DOE  believes 
its  proposal  of  BLE  is  less  burdensome 
than  an  improved  light-output  based 
method,  potentially  reduces 


measurement  variation  to  a  greater 
extent,  and  generates  a  straightforward 
descriptor  of  electrical  losses.  The  BLE 
measurement  and  calculation  also 
minimize  the  impact  of  lamp  measured 
power  variation.  Therefore,  DOE 
believes  there  is  minimal  benefit  to 
requiring  a  tighter  tolerance  on 
reference  lamp  power  variation  in  the 
context  of  the  proposed  test  procedure. 

Because  discrepancies  may  exist  in 
BEF  test  data  from  different  sources, 
NEEA  and  NPGG  suggested  that  any 
changes  to  the  existing  test  procedure 
should  place  ballasts  both  above  and 
below  the  mean  values,  not 
systematically  generate  tested 
performance  above  the  mean.  (NEEA  & 
NPGG,  No.  16  at  p.  6)  GE  commented 
that  the  discrepancies  in  data  could 
signify  a  compliance  problem  and  that 
manufacturers  should  notify  DOE  of 
observed  instances  of  non-compliance. 
GE  also  indicated  that  manufacturers 
may  shop  around  at  different 
laboratories  to  find  an  improvement  in 
ratings.  (GE,  Public  Meeting  Transcript, 
No.  12  at  p.  35, 172-173)  Philips 
commented  that  variation  in  test  data 
between  different  sources  should  be 
expected  given  the  variation  in  the 
underlying  measurement  technique. 
(Philips,  Public  Meeting  Transcript,  No. 
12  at  p.  162-164,  173-174) 

DOE  understands  that  the  existing  test 
procedure  has  some  latitude  in  its 
definition  in  that  several  slightly 
different  setups  (lamp  operating 
conditions,  reference  lamps)  and 
conditions  are  permitted.  Even  the 
improved  light-output-based  procedure 
with  its  procedural  clarifications  still 
allows  a  ballast  to  be  tested  with 
reference  lamps  of  slightly  different 
measured  power.  These  light-output- 
based  procedures  and  the  BEF  metric 
could  allow  for  a  systematic  bias  as  GE 
indicated  at  the  NOPR  public  meeting. 
DOE  believes  that  the  proposal  in 
today’s  SNOPR  of  BLE  limits  the  impact 
of  reference  lamp  measured  power  on 
the  efficiency  descriptor  for  fluorescent 
lamp  ballasts  and  provides  a  clearly 
defined  procedure  that  limits 
procedural  variations  firom  test  facility 
to  test  facility..  The  BLE  metric  is  more 
robust  to  changes  in  reference  lamp 
measured  power  because  variations  in 
lamp  power  generally  have  a 
proportional  effect  on  both  the  input 
power  and  lamp  arc  power 
measurements  (numerator  and 
denominator,  respectively). 

Philips  commented  that  BEF  can  only 
be  used  to  compare  ballasts  of  similar 
light  output.  For  example,  T5  standard 
output  and  T8  ballasts  cannot  be 
compared  using  BEF  because  of  their  * 
different  system  lumen  outputs. 


(Philips,  Public  Meeting  Tran.script,  No. 
12  at  p.  50,  70-71)  DOE  agrees  that  BEF 
cannot  be  used  to  compare  ballasts  that 
are  part  of  systems  with  different  light 
output.  The  measurement  of  ballast 
luminous  efficiency  proposed  in  this 
SNOPR  can  be  used  to  compare  ballasts 
that  are  part  of  systems  with  different 
light  output. 

4.  Relative  System  Efficacy 

In  the  NOPR,  DOE  considered  a  test 
procedure  to  measure  the  relative 
system  efficacy  of  fluorescent  lamp 
ballasts.  RSE  is  intended  to  normalize 
the  existing  metric  of  BEF  to  rated  lamp 
efficacy  to  make  it  more  comparable 
across  different  lamp-and-ballast- 
systems.  DOE  received  comment  from 
some  interested  parties  regarding 
potential  problems  and  benefits 
resulting  from  the  use  of  RSE. 

The  GA  Utilities  supported  the 
normalization  of  BEF  to  RSE  to  allow 
better  comparison  between  ballasts  that 
operate  different  numbers  of  lamps.  The 
GA  Utilities  recommended  measuring 
BE,  converting  to  BEF,  and  finally 
converting  to  RSE  or  measuring  BEF 
directly  using  light  output  based 
measurements.  The  GA  Utilities  also 
commented  that  RSE  is  more  useful 
than  BEF  for  designing  and 
implementing  rebate  programs.  (GA 
Utilities,  No.  13  at  p.  3;  GA  Utilities, 
Public  Meeting  Transcript,  No.  12  at  p. 
41,  53-54,  67-68)  Lutron  and  NEMA 
commented  that  if  RSE  is  based  on 
photometric  measurements,  then  RSE 
will  suffer  from  the  same  variation  as 
the  existing  test  procedure.  (Lutron, 
Public  Meeting  Transcript,  No.  12  at  p. 
51,  54;  NEMA,  No.  15  at  p.  14)  Philips 
commented  that  though  RSE  may  allow 
for  greater  comparability  of  losses 
among  the  product  classes  considered  in 
the  preliminary  analysis,  these  different 
categories  of  ballasts  may  need  to  be 
subject  to  different  standards.  As  the 
ballast  operates  increased  wattage  loads, 
efficiency  generally  increases.  As  a 
result,  RSE  would  not  automatically 
reduce  the  number  of  product  classes. 
(Philips,  Public  Meeting  Transcript,  No. 
34  at  p.  54-55)  NEEA  and  NPGG 
disagreed  with  the  use  of  RSE, 
commenting  that  the  utility  of  RSE  may 
be  minimal  to  the  lighting  designer.  The 
lighting  designer  is  interested  in  room 
cavity  ratio,  fixture  efficiency,  fixture 
spacing,  and  other  factors  for  meeting  a 
lumen  per  unit  area  requirement  and 
not  for  a  one  or  two  percent  efficiency 
difference  in  the  ballast.  (NEEA  & 

NPCC,  Public  Meeting  Transcript,  No. 

12  at*p.  72-73)  Philips  and  NEMA 
commented  that  a  lighting  designer 
might  prefer  BEF  to  RSE  because  BEF 
can  be  used  directly  to  convert  to 
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system  lumen  output  while  RSE  must 
first  be  converted  to  BEF.  {Philips, 

Public  Meeting  Transcript,  No.  12  at  p. 
73:  NEMA.  No.  15  at  p.  13)  The  CA 
Utilities  commented  that  a  more 
understandable  efficiency  metric  will 
help  lighting  designers  with  less 
expertise  make  better  decisions  when 
specifying  the  ballasts  for  their  lighting 
systems.  (CA  Utilities,  Public  Meeting 
Transcript,  No.  12  at  p.  76) 

Philips  and  NEMA  commented  that 
while  RSE  does  give  a  set  of  numbers 
that  are  easier  to  understand  and  can  be 
compared  for  ballasts  operating  the 
same  lamp  type,  test  data  cannot  be 
compared  for  different  lamp  types. 
(Philips,  Public  Meeting  Transcript,  No. 
12  at  p.  54;  NEMA,  No.  15  at  p.  8,  14) 
NEMA  also  commented  that  another 
problem  with  RSE  is  that  the  four  foot 
MBP  lamp  is  referenced  at  60  Hz. 
Therefore,  the  rated  wattage  of  32.5 
watts  (W)  only  corresponds  to  a  low- 
frequency  ballast  operating  at  ballast 
factor  of  one.  A  high-frequency  ballast 
operating  at  ballast  factor  of  one  will 
require  less  than  32.5  W.  Because  RSE 
is  defined  as  BEF  divided  by  one 
hundred  and  multiplied  by  the  total 
rated  lamp  pow'er  of  the  system,  RSE 
normalizes  low'-  and  high-frequency 
four  foot  MBP  T8  systems  with  the  same 
factor.  (NEMA,  Public  Meeting 
Transcript,  No.  12  at  p.  55)  Philips 
commented  that  because  of  the 
difference  in  the  rated  lamp  power  used 
to  normalize  the  values,  comparison  of 
four  foot  T8  high-frequency  ballasts  to 
four  foot  T5  high-frequency  ballasts  is 
inappropriate.  (Philips,  Public  Meeting 
Transcript,  No.  12  at  p.  68-69,  101) 

Though  RSE  could  he  modified  such 
that  BEF  is  normalized  with  a  rated 
power  at  the  appropriate  frequency, 

DOE  believes  that  BLE  has  many 
advantages  to  RSE.  The  BLE  metric  is 
measured  directly  with  electrical 
measurements  and  can  be  used  to 
compare  the  efficiency  of  ballasts  that 
operate  different  numbers  of  lamps  and 
different  types  of  lamps.  The 
straightforward  definition  of  BLE  and  its 
wide  range  of  comparability  should  help 
inexperienced  lighting  designers  select 
more  efficient  ballasts  for  their  lighting 
systems  to  the  same  or  greater  extent 
than  the  use  of  RSE. 

5.  Dimming  Ballast  Test  Procedure 

In  the  NOPR,  DOE  requested 
comment  on  potential  test  procedures 
for  dimming  ballasts  in  the  event  they 
were  added  to  the  scope  of  coverage  in 
the  fluorescent  lamp  ballast  standards 
rulemaking.  Philips  commented  that 
testing  a  dimming  ballast  at  full  light 
output  may  be  misleading  because  a 
dimming  ballast  may  have  a  different 


efficiency  at  reduced  light  levels  than  at 
full  light  output.  Furthermore,  a 
practicable  method  of  characterizing  the 
overall  efficiency  of  a  dimming  ballast 
had  not  yet  been  identified.  (Philips,* 
Public  Meeting  Tramscript,  No.  12  at  p. 
122-124)  NEMA  also  commented  in 
response  to  the  energy  conservation 
standard  that  it  has  not  conducted 
sufficient  analysis  to  determine  the 
appropriate  light  levd  at  which  to  test 
dimming  ballasts  and  that  testing  at 
multiple  light  levels  w'ould  be  * 
burdensome.  (NEMA,  No.  29  at  p.  2 1'^) 

In  written  comments  in  response  to  the 
test  procedure  NOPR,  NEMA  indicated 
that  testing  a  dimming  ballast  at  full 
light  output  was  acceptable  so  long  as 
energy  conservation  standards  were 
adjusted  appropriately — similar  to 
standards  for  programmed  start  versus 
instant  start  ballasts.  (NEMA,  No.  15  at 
p.  4-5)  Because  DOE  is  not  currently 
considering  dimming  ballasts  in  the 
scope  of  coverage  in  the  energy 
conservation  standard,  DOE  is  also  not 
developing  a  test  procedure  for  these 
ballasts.  If  the  scope  of  coverage  later 
includes  dimming  ballasts,  DOE  would 
consider  NEMA’s  comment  in 
development  of  a  dimming  ballast  test 
procedure. 

D.  Test  Procedure  Proposal 

DOE  is  proposing  a  test  procedure  for 
the  measurement  of  ballast  luminous 
efficiency  (BLE)  using  electrical 
measurements  of  a  lamp-and-ballast 
system.  This  proposal  is  based  on  a  test 
procedure  developed  by  NEMA  and 
considered  in  the  NOPR  to  measure 
lamp-based  BE  and  correlate  the  result 
to  BEF.  The  proposal  includes  a 
calculation  of  ballast  factor  without 
photometric  measurements  and  a 
repeatable  method  of  measuring  lamp 
arc  power  for  systems  with  cathode 
heating.  The  proposed  method  also 
includes  a  modification  to  the 
calculation  of  the  b6  efficiency  metric 
to  incorporate  an  element  of  system 
efficacy. 

In  sections  1  through  4  that  follow, 
DOE  discusses  the  language  proposed 
for  a  new  appendix  Ql  to  subpart  B  of 
10  CFR  part  430  (hereafter  “appendix 
Ql”).  The  new  appendix  Ql  would 
contain  the  new  test  procedure  for  the 
measurement  of  BLE  that  would  be  used 
for  demonstrating  compliance  with  any 
future  amended  standards.  DOE 
proposes  that  use  of  the  test  procedure 
would  be  required  upon  the  effective 
date  of  any  amended  energy 


’“This  written  comment  was  submitted  to  the  . 
docket  of  the  fluorescent  lamp  ballast  standards 
rulemaking  (Docket  No.  EERE-2007-BT-STD-0016; 
RIN  1904-AB50). 


conservation  standards  for  fluorescent 
lamp  ballasts.  In  section  5,  DOE 
describes  an  update  to  the  existing  test 
procedure  in  appendix  Q  to  subpart  B 
of  10  CFR  part  430.  The  change  to 
appendix  Q  updates  an  industry 
reference  from  ANSI  C82. 2-1984  to  the 
current  ANSI  C82. 2-2002.  DOE  would 
retain  the  existing  BEF  test  procedure 
for  compliance  with  existing  standards. 
In  section  6,  DOE  discusses  proposed 
amendments  regarding  references  to 
ANSI  C82. 2-2002. 

1.  Test  Conditions 

The  test  conditions  required  in  the 
SNOPR  are  unchanged  from  the  NOPR 
proposal.  DOE  proposes  that  testing  be 
conducted  at  25  degrees  Celsius  ±  2.0 
degrees  and  in  a  draft-free  environment 
according  to  ANSI  C78. 375-1997 
These  conditions  provide  for  mostly 
uniform  electrical  operating 
characteristics  for  the  lamp-and-ballast 
system.  In  addition,  DOE  proposes  that 
ballasts  be  tested  using  the  electrical 
supply  characteristics  found  in  section 
4  of  ANSI  C82. 2-2002  with  the 
following  changes:  (1)  Ballasts  capable 
of  operating  at  a  single  voltage  would  be 
tested  at  the  rated  ballast  input  voltage; 
(2)  users  of  universal  voltage  ballasts 
would  disregard  the  input  voltage 
directions  in  section  4.1  of  ANSI  C82.2- 
2002  that  indicate  a  ballast  capable  of 
operating  at  multiple  voltages  should  be 
tested  at  both  the  lowest  and  highest 
USA  design  center  voltage;  and  (3) 
manufacturers  use  particular  revisions 
to  the  normative  references  associated 
with  ANSI  C82. 2-2002  (see  section 
IILD.6  for  additional  detail).  Instead  of 
testing  universal  voltage  ballasts  at  the 
voltages  indicated  in  ANSI  C82. 2-2002, 
DOE  believes  that  testing  ballasts  at  a 
single  voltage  is  more  appropriate  and 
less  burdensome.  DOE  believes  277  V  is 
the  most  common  input  voltage  for 
commercial  ballasts  and  that  120  V  is 
the  most  common  for  residential  ballasts 
and  commercial  cold-temperature 
outdoor  sign  ballasts.  Therefore,  DOE 
proposes  that  all  universal  voltage 
commercial  ballasts  be  tested  at  277  V 
and  that  universal  voltage  residential 
and  commercial  cold-temperature 
outdoor  sign  ballasts  be  tested  at  120  V. 

2.  Test  Setup 

For  the  BLE  measurements,  DOE 
proposes  in  this  SNOPR  that  the 
fluorescent  lamp  (ballast  load)  be 
mounted  in  a  standard  strip  fixture  with 
lamps  facing  upward  to  minimize  self¬ 
heating  according  to  ANSI  C82.1- 


“American  National  Standard  for  Fluore.scent 
Lamps — Guide  for  Electrical  Measurements,” 
approved  September  25,  1997.  : 

I 
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2004 12  and  C78.81-2010.  The 
fluorescent  lamp  should  he  seasoned  for 
at  least  twelve  hours  and  be  tested  to  be 
electrically  stable  and  meet  reference 
lamp  conditions  as  defined  in  ANSI 
C82. 13-2005. 12  The  ballast  can  be 
placed  on  the  test  bench  and  the  fixture 
should  be  electrically  connected  to  the 
ballast  case  and  to  earth  ground.  The 
ballast  wire  lengths  would  be  as 
specified  in  the  manufacturer’s  catalog 
and  not  bundled  or  coiled  to  minimize 
capacitive  and  inductive  effects.  If  the 
wire  lengths  supplied  by  the 
manufacturer  are  of  insufficient  length 
to  reach  both  ends  of  lamp,  additional 
wire  may  be  added.  The  minimal 
additional  wire  length  necessary  would 
be  added,  and  the  additional  wire 
would  be  the  same  wire  gauge  as  the 
wire  supplied  with  the  ballast.  If  no 
wiring  is  provided  with  the  ballast,  DOE 
proposes  18  American  wire  gauge 
(AWG)  or  thicker  wire  should  be  used. 
The  wires  would  be  separated  from  each 
other  and  ground  to  prevent  parasitic 
capacitance  for  all  wires  used  in  the 
apparatus,  including  those  wires  from 
the  ballast  to  the  lamps  and  from  the 
lamps  to  the  measuring  devices.  The  test 
fixture  would  be  wired  with  18  AWG 


solid  conductor  wire.  All  wires  in  the 
fixture  would  be  kept  loose  and  not 
bundled  or  taped  to  the  fixture  metal, 
representing  common  wiring  setups  in 
practice.  The  ballast  under  test  may  be 
connected  to  the  fixture  through  a 
terminal  strip  mounted  on  the  side  of 
the  fixture  or  may  be  directly  connected. 
The  ballast  would  be  wired  to  the  lamps 
in  the  fixture  according  to  the 
manufacturer’s  wiring  instructions. 

As  previously  proposed  in  the  NOPR, 
instrumentation  for  current,  voltage,  and 
power  measurements  would  be  selected 
in  accordance  with  ANSI  C78.375- 
1997  Section  9,  which  specifies  that 
instruments  should  be  “of  the  true  RMS 
type,  essentially  free  from  wave  form 
errors,  and  suitable  for  the  frequency  of 
operation.”  DOE  would  further  specify 
instrument  performance  within  the 
guidelines  of  the  ANSI  G78. 375-1997 
and  ANSI  G82. 2-2002.  Specifically, 
lamp  arc  current  would  be  measured 
using  a  galvanically  isolated  current 
probe/moPitor  with  frequency  response 
between  40  Hertz  (Hz)  and  20  MHz.  In 
addition,  lamp  arc  voltage  and  input 
voltage  would  be  measured  directly  by 
a  power  analyzer  with  a  maximum  100 
picofarad  (pF)  capacitance  to  ground 


Full  Trisiisduce];' 


Iin  =  Current  through  the  current  transducer 
Voui  =  Voltage  out  of  the  transducer 
Rin  =  Power  analyzer  impedance 
Rs  =  Current  transducer  output  impedance 
The  test  setup  would  be  different 
depending  on  the  ballast  starting 
method.  As  discussed  in  section  III.C.2 


and  depicted  in  Figure  III.2,  rapid-  and 
programmed-start  ballast  test  setups 
would  include  two  1000  ohm  resistors 
placed  in  parallel  with  both  sets  of  lamp 
pins.  This  voltage  divider  provides  a 
midpoint  from  which  to  measure  the 


’^“American  National  Standards  for  Lamp 
Ballast — Line  Frequency  Fluorescent  Lamp  Ballast,’ 
approved  November  19.  2004. 


“American  National  Standard  for  Lamp 
Ballasts — Definitions — for  Fluorescent  Lamps  and 
Ballasts.”  approved  July  23,  2002. 


and  with  frequency  response  between 
40  Hz  and  1  MHz.  Coaxial  cables  would 
not  be  used  due  to  the  excessive 
capacitance  associated  with  this  wiring. 
The  input  current  may  be  measured 
either  with  the  internal  shunt  of  a  power 
analyzer  or  with  an  external  current 
transducer  specifically  calibrated  with 
the  power  analyzer. 

For  the  lamp  arc  current 
measurement,  the  galvanically  isolated 
current  probe  must  be  calibrated  with 
the  power  analyzer.  Furthermore,  the 
current  transducer  ratio  must  be  set  in 
the  analyzer  to  match  the  transducer  to 
the  analyzer.  The  output  from  non- 
invasive  current  transducers  is  usually  a 
low  voltage  signal,  so  the  actual -current 
to  voltage  ratio  to  the  power  analyzer 
must  consider  the  losses  in  addition  to 
the  transducer  ratio.  Therefore,  the  full 
current  to  voltage  ratio  (transducer  ratio) 
includes  the  voltage  divider  effect 
between  the  transducer  and  the  power 
analyzer  input.  Assuming  both  the 
power  analyzer  and  non-invasive 
current  transducer  are  properly 
calibrated-,  the  actual  current  to  voltage 
ratio  to  use  to  fully  correct  the 
measurement  is  as  described  in  equation 
'  1.  . 


Equation  I 


lamp  arc  voltage,  minimizing'the  impact 
of  cathode  heating.  Instant-start  ballasts 
would  not  employ  a  voltage  divider,  but 
would  require  a  jumper  wire  or  an 
adapter  to  connect  to  lamps  with  two 
pins  per  electrode. 


'■*  “American  National  Standard  for  Fluorescent 
Lamp.s — Guide  for  Electrical  Measurements.” 
approved  September  2.3.  1997. 
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DOE  proposes  that  the  power  analyzer 
voltage  leads  be  attached  to  the  wires 
leading  to  and  from  the  main  power 
source  for  input  voUage  measurements 
and  that  the  current  probe  be  placed 
around  the  same  wires  for  input  current. 


The  power  analyzer  should  have  at  least 
one  channel  per  lamp  plus  one 
additional  channel  for  the  ballast  input 
power  measurement.  Figure  III.3  shows 
the  instrumentation  placement  for  the 
lamp  arc  power  measurement  for 


programmed-  and  rapid-start  ballasts 
with  full  cathode  cutout,  and  Figure 
III.4  and  Figure  III.5  show  the  placement 
for  instant-start  ballasts. 


Figure  1II.3  Full  Cathode  Cut-out  Programmed-  and  Rapid-Start  Ballast  Instrumentation 


Setup 


To  ballast  or 
adjacent  lamp 


To  ballast  or 
adjacent  lamp 
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Figure  III.4  Instant-Start  Ballasts  that  Operate  MBP,  mini-BP,  and  RDC  Lamps 
Instrumentation  Setup 


To  ballast  or 
adjacent  lamp 


To  ballast  or 
adjacent  lamp 


Figure  III.5  Instant-Start  Ballasts  that  Operate  SP  Lamps  Instrumentation  Setup 


To  ballast  or 
adjacent  lamp 


As  discussed  in  the  NOPR,  DOE 
proposes  that  the  ballasts  be  tested  with 
the  most  common  wattage  lamp 
operated  by  the  ballast.  In  many  cases, 
a  ballast  can  operate  several  reduced 
wattage  lamps  in  addition  to  the  most 
common  variety.  For  example,  ballasts 
designed  to  operate  four- foot  MBP  T8 
lamps  can  operate  32  W,  30  W,  28  W, 


and  25  W  lamps.  To  test  every  lamp- 
and-ballast  combination  would  impose 
a  significant  burden  on  manufacturers. 
Thus,  to  mitigate  the  testing  burden  on 
manufacturers,  the  proposed  test 
procedure  would  require  only  one  lamp- 
and-ballast  combination  to  be  tested  in 
each  product  class.  Therefore,  DOE 
proposes  a  test  procedure  based  on  the 

Table  1 1 1. 2— Ballast  and  Lamp  Pairings 


ballast  operating  the  most  common 
lamp  wattage,  resulting  in  a  ballast 
luminous  efficiency  that  represents  the 
way  the  product  is  primarily  used  in  the 
market.  Table  III.  2  indicates  the  nominal 
lamp  wattage  that  would  be  paired  with 
a  ballast  for  testing. 


r 

I 

Reference  lamp  arc 

Nominal  j 

Lamp  j 

power 

Ballast  type 

lamp  1 

diameter  1 

Low-  1 

High- 

wattage  1 

i 

1 

and  base  ' 

frequency  | 

frequency 

Ballasts  that  operate  one,  two,  three,  four,  five,  or  six  straight-shaped  lamps  (commonly 

32  ! 

T8  MBP  . 

30.8 

29 

referred  to  as  4-foot  medium  bipin  lamps)  with  medium  bipin  bases,  a  nominal  overall 
length  of  48  inches,  a  rated  wattage  of  25  W  or  more,  and  an  input  voltage  at  or  be¬ 
tween  1 20  V  and  277  V. 

34 

T12  MBP  . 

32 

*29.81 

! 

Ballasts  that  operate  one,  two,  three,  four,  five,  or  six  U-shaped  lamps  (commonly  re- 

32 

T8  MBP  . 

30.8 

29 

ferred  to  as  2-foot  U-shaped  lamps)  with  medium  bipin  bases,  a  nominal  overall 
length  between  22  and  25  inches,  a  rated  wattage  of  25  W  or  more,  and  an  input 
voltage  at  or  between  120  V  and  277  V. 

34 

T12  MBP  . 

32 

*29.81 

Ballasts  that  operate  one  or  two  rapid-start  lamps  (commonly  referred  to  as  8-foot  high 

86 

T8  ho  RDC 

N/A 

86 

output  lamps)  with  recessed  double  contact  bases,  a  nominal  overall  length  of  96 
inches  and  an  input  voltage  at  or  between  1 20  V  and  277  V. 

95 

T12  HO  RDC 

90 

*84.88 

Ballasts  that  operate  one  or  two  instant-start  lamps  (commonly  referred  to  as  8-foot 

59 

T8  slimline 

60.1 

57 

slimline  lamps)  with  single  pin  bases,  a  nominal  overall  length  of  96  inches,  a  rated 

60 

1  SP. 

60.5 

*56.91 

wattage  of  52  W  or  more,  and  an  input  voltage  at  or  between  120  V  and  277  V. 

1 

1 

1  T12  slimline 
'  SP. 

1 

1 
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Table  1 1 1. 2— Ballast  and  Lamp  Pairings — Continued 


Ballast  type 

Nominal 

lamp 

wattage 

Lamp 
diameter 
and  base 

Reference  lamp  arc 
power 

Low- 

frequency 

High- 

frequency 

Ballasts  that  operate  one  or  two  straight-shaped  lamps  (commonly  referred  to  as  4-foot 
miniature  bipin  standard  output  laihps)  with  miniature  bipin  bases,  a  nominal  length 
between  45  and  48  inches,  a  rated  wattage  of  26  W  or  more,  and  an  input  voltage  at 
or  between  1 20  V  and  277  V. 

28 

T5  SO  Mini- 
BP. 

N/A 

27.8 

Ballasts  that  operate  one,  two,  three,  or  four  straight-shaped  lamps  (commonly  referred 
to  as  4-foot  miniature  bipin  high  output  lamps)  with  miniature  bipin  bases,  a  nominal 
length  between  45  and  48  inches,  a  rated  wattage  of  49  W  or  more,  and  an  input 
voltage  at  or  between  1 20  V  and  277  V. 

54 

T5  HO  Mini- 
BP. 

N/A 

53.8 

Ballasts  that  operate  one,  two,  three,  or  four  straight-shaped  lamps  (commonly  referred 

32 

T8  MBP . 

30.8 

29 

to  as  4-foot  medium  bipin  lamps)  with  medium  bipin  bases,  a  nominal  overall  length 
of  48  inches,  a  rated  wattage  of  25  W  or  more,  an  input  voltage  at  or  between  120  V 
and  277  V,  a  power  factor  of  less  than  0.90,  and  that  are  designed  and  labeled  for 
use  in  residential  applications. 

34 

T12  MBP  . 

32 

*29.81 

« 

Ballasts  that  operate  one,  two,  three,  four,  five,  or  six  rapid-start  lamps  (commonly  re- 

86 

T8  HO  RDC 

N/A 

86 

ferred  to  as  8-foot  high  output  lamps)  with  recessed  double  contact  bases,  a  nominal 
overall  length  of  96  inches,  an  input  voltage  at  or  between  1 20  V  and  277  V,  and  that 
operate  at  ambient  temperatures  of  20  °F  or  less  and  are  used  in  outdoor  signs. 

110 

_ 

T12  HO  RDC 

106 

*100.03 

MBP,  Mini-BP,  RDC,  and  SP  represent  medium  bipin,  miniature  bipin,  recessed  double  contact,  and  single  pin,  respectively. 
*  Empirically  derived. 


DOE  also  found  that  ballasts  are 
capable  of  operating  fewer  than  the 
maximum  number  of  lamps  they  are 
designed  to  operate.  For  example,  a 
ballast  designed  to  operate  four  lamps 
can  also  operate  two  or  three  lamps. 
However,  DOE  understands  that  ballasts 
are  typically  paired  with  the  maximum 
number  of  lamps  they  are  designed  to 
operate.  As  discussed  in  the  NOPR,  DOE 
proposes  to  test  fluorescent  lamp 
ballasts  only  while  operating  the 
maximum  number  of  lamps  for  which 
they  are  designed  to  operate.  DOE 
believes  this  proposal  both  reduces 
testing  burden  and  assesses  the 
performance  of  the  ballast  in  its  primary 
and  most  common  configuration. 

3.  Test  Method 

Once  the  lamp-and-ballast  system  is 
connected  and  attached  to  the 
measurement  instrumentation,  DOE 
proposes  that  the  ballast  operate  a 
fluorescent  lamp  for  a  minimum  of 


fifteen  minutes  to  a  maximum  of  one 
hour  until  stability  is  reached.  DOE 
notes  that  the  NEMA  Test  Procedure 
Handout  indicated  stability  should  be 
determined  in  accordance  with  ANSI 
C78.375-1997.  DOE  found  the 
specifications  in  this  standard  to  be 
unclear.  To  further  specify  the 
determination  of  stabilization,  DOE 
proposes  that  measurements  of  lamp  arc 
voltage,  lamp  arc  current,  lamp  arc 
power  be  taken  every  one  second  during 
the  stabilization  period.  Once  the 
percent  difference  between  the 
minimum  and  maximum  values  for 
voltage,  current,  and  power  do  not 
exceed  one  percent  over  a  four  minute 
moving  window,  the  system  would  be 
considered  stable.  Allowing  the  lamp 
and  ballast  system  to  reach  its  steady 
state  operating  point  will  provide  a 
more  accurate  assessment  of  ballast 
performance  in  the  field.  If  the  system 
does  not  stabilize,  a  new  ballast  sample 


would  be  selected  and  the  test  would  be 
repeated. 

After  the  system  has  stabilized,  DOE 
proposes  that  the  measured  input 
parameters  be  voltage  (RMS  ^•'’),  current 
(RMS),  power,  and  power  factor’ 
measured  in  accordance  with  ANSI 
C82. 2-2002.  The  measured  output 
parameters  would  include  lamp  arc 
voltage,  current,  and  power.  Lamp  arc 
current  and  voltage  measurements 
would  be  taken  at  the  specified 
locations  according  to  the  test  setup. 
Frequency  of  the  output  waveform 
delivered  to  the  lamp  by  the  ballast 
should  also  be  measured. 

4.  Calculations 

As  described  in  Equation  2  below, 
ballast  luminous  efficiency  is  equal  to 
total  lamp  arc  power,  divided  by  ballast 
input  power,  multiplied  by  100,  and 
then  multiplied  by  0.9  for  ballasts  that 
operate  lamps  at  low-frequency. 


Ballast  Lymtnoua  Eff  Idancy  ■ 


Total  Lamp  ApcPoww  „ 

Banaatlftpyt  Power 


Equation  2 


The  symbol  P  is  equal  to  0.9  for  low- 
frequency  ballasts  and  is  equal  to  1.0  for 
high-frequency  ballasts. 

DOE  is  also  proposing  a  method  of 
calculating  ballast  factor  to  potentially 
be  used  in  the  fluorescent  lamp  ballast 
standards  rulemaking  to  assign  a  ballast 
to  a  particular  product  class.  The 


'5  Root  mean  square  (RMS)  voltage  is  a  statistical 
measure  of  the  magnitude  of  a  voltage  signal.  RMS 


method  specifies  dividing  the  measured 
lamp  arc  power  on  the  test  ballast  by  the 
measured  lamp  arc  power  on  a  reference 
ballast.  The  reference  lamp  arc  power 
will  be  the  measured  power  determined 
during  reference  lamp  identification  in 
accordance  with  ANSI  C78. 375-2010, 
ANSI  C78.81-2010,  and  ANSI  C82.3- 


voltage  is  equal  to  the  square  root  of  the  mean  of 


2002.  Reference  lamp  measured  power 
can  change  over  time  which  could 
impact  the  BF  calculation.  Increasing 
the  frequency  of  the  reference  lamp 
measurement  could  lead  to  increased 
ballast  factor  calculation  accuracy  with 
slightly  increased  testing  burden.  DOE 
proposes  that  the  reference  lamp  arc 


all  squared  instantaneous  voltages  over  one 
complete  cycle  of  the  voltage  signal. 
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power  should  be  measured  once  every 
24  hours  for  ballast  factor  calculation. 
DOE  invites  comment  on  the  frequency 
at  which  the  reference  lamp  power 
should  be  measured  on  the  reference 
ballast. 

Some  lamp  types  do  not  have 
reference  ballast  operating  conditions 
defined  for  both  high-  and  low- 
frequency  operation.  In  these  cases, 

DOE  has  provided  reference  ballast 
lamp  arc  powers  based  on  lamp 
operating  conditions  in  ANSI  C78.81- 
2010  or  lEC  60081  Ed  5.0,  or  as  derived 
by  DOE.  DOE  empirically  derived  high- 
frequency  F34T12,  F96T12/ES, 
F96T12HO/ES,  and  F96T12HO  lamp  arc 
wattage  by  measuring  lamp  current  and 
voltage  when  the  lamp  emanated  the 
equivalent  lumen  output  to  the  low- 
frequency  light  output  at  ANSI  reference 
conditions. 

As  discussed  in  section  III.C.2,  NEMA 
provided  evidence  in  its  written 
comments  that  light  output  is  directly 
proportional  to  lamp  arc  power  for  the 
ballast  factor  range  of  0.75  to  1.15. 
Outside  this  range,  the  relationship 
starts  to  become  nonlinear,  but  DOE 
believes  the  assumption  of  a  linear 
relationship  to  stilt  be  reasonable  for  the 
purpose  of  assigning  ballast  factor  for 
classification  purposes.  DOE  notes  that 
the  method  of  measuring  ballast  factor 
using  fixed  reference  ballast  lamp  arc 
powers  may  be  more  susceptible  to 
reference  lamp  measured  power 
variation  than  a  method  that  measures  • 
lamp  arc  power  on  both  the  test  and 
reference  ballast.  This  is  because  a 
measured  value  (tested  lamp  arc  power) 
is  being  compared  to  a  constant  value 
(reference  lamp  arc  power  from  ANSI 
C78. 81-2010  or  lEC  60081  Ed.  5.0) 
rather  than  to  another  measured  value 
using  the  same  lamp.  This  variation  will 
not  impact  the  measured  BLE  value,  but 
could  affect  the  standard  to  which  the 
ballast  is  subject.  DOE  invites  comment 
on  the  impact  of  variation  in  the 
proposed  ballast  factor  calculation  for 
certain  lamp  and  ballast  systems  at 
certain  operating  frequencies. 

5.  Updates  to  Existing  Test  Procedure 

DOE  is  not  changing  the  proposed 
updates  to  the  existing  test  procedure 
from  the  NOPR  in  this  SNOPR.  DOE 
would  update  the  references  to  ANSI 
standards  for  the  existing  light-output- 
based  test  procedure.  NEMA 
commented  that  DOE  should  use  the 
latest  versions  of  ANSI  C82.2,  C82.ll, 
and  C82.1  at  the  time  of  finalized 
rulemaking.  (NEMA,  No.  15  at  p.  4, 
Philips,  Public  Meeting  Transcript,  No. 
12  at  p.  36-37)  DOE  would  use  the  most 
recent  versions  of  these  standards, 
namely  ANSI  C82.2-2002,  ANSI 


C82.11-2002,ie  and  ANSI  C82. 1-2004. 
The  amendments  to  the  existing  test 
procedure  in  Appendix  Q  to  Subpart  B 
of  10  CFR  part  430  would  be  effective 
30  days  after  publication  of  any  test 
procedure  final  rule. 

6.  Normative  References  for  ANSI 
C82. 2-2002 

DOE  is  not  changing  its  proposals 
regarding  the  specification  of  normative 
references  to  be  used  with  ANSI  C82.2- 
2002  from  the  NOPR  in  this  SNOPR. 

DOE  is  proposing  amendments  to  the 
fluorescent  lamp  ballast  test  procedure 
that  would  incorporate  references  to 
ANSI  C82. 2-2002  into  appendix  Q  and 
appendix  Ql.  In  examining  the  ANSI 
standard,  DOE  found  that  within  ANSI 
C82. 2-2002,  there  are  references  to 
other  ANSI  standards.  In  particular, 
section  2  of  ANSI  C82. 2-2002  states  that 
“when  American  National  Standards 
referred  to  in  this  document  [ANSI 
C82. 2-2002]  are  superseded  by  a 
revision  approved  by  the  American 
National  Standards  Institute,  Inc.  the 
revision  shall  apply.”  Revisions  to  these 
normative  standards  could  potentially 
impact  compliance  with  energy 
conservation  standards  by  changing  the 
tested  value  for  energy  efficiency. 
Therefore,  DOE  would  specify  the 
particular  versions  of  the  ANSI 
standards  that  would  be  used  in 
conjunction  with  ANSI  C82. 2-2002. 
DOE  proposes  to  use  ANSI  C78.81- 
2010,  ANSI  C82. 1-2004,  ANSI  C82.ll- 
2002,  and  ANSI  C82. 13-2002  in  support 
of  ANSI  C82. 2-2002.  All  other 
normative  references  would  be  as 
directly  specified  in  ANSI  C82. 2-2002. 
These  specifications  would  apply  to  the 
ANSI  C82. 2-2002  references  in 
Appendix  Q  and  to  the  ANSI  C82.2- 
2002  references  in  Appendix  Ql. 

E.  Burden  To  Conduct  the  Proposed 
Test  Procedure  ■ 

EPCA  requires  that  “[a]ny  test 
procedures  prescribed  or  amended 
under  this  section  shall  be  reasonably 
designed  to  produce  test  results  which 
measure  energy  efficiency,  energy  use 
*  *  *  or  estimated  annual  operating 
cost  of  a  covered  product  during  a 
representative  average  use  cycle  or 
period  of  use  *  *  *  and  shall  not  be 
unduly  burdensome  to  conduct.”  (42 
U.S.C.  6293(b)(3)).  Today’s  proposed 
test  procedure  measures  the 
performance  of  a  ballast  by  computing 
the  ratio  of  lamp  arc  power  to  ballast 
input  power  and  adjusting  for  lamp 
operating  frequency.  The  proposal  is 


“American  National  Standards  for  Lamp 
Ballasts — High  Frequency  Lam  p  Ballasts — 
Supplements,”  approved  January  17,  2002. 


less  burdensome  than  the  existing 
procedure  largely  because  of  the 
simplicity  of  electrical  measurements 
compared  to  photometric 
measurements.  In  addition,  the  lamp 
loads  proposed  in  the  SNOPR  are  less 
expensive  than  precision  resistor  loads 
proposed  in  the  NOPR  and  are  already 
a  common  item  used  in  test  facilities. 

The  assessment  of  testing  burden  is 
discussed  in  more  detail  with  reference 
to  small  businesses  in  section  IV.C. 

To  further  ensure  that  the  test 
procedure  proposed  in  this  SNOPR  is 
not  unduly  burdensome  to  conduct, 

DOE  is  not  proposing  any  changes  to  the 
minimum  sample  size  (four)  for 
generating  a  reported  value  or  to  the 
reported  value  itself.  Currently,'to 
demonstrate  compliance  with  energy 
conservation  standards,  manufacturers 
must  first  test  four  examples  of  the  basic 
model.  The  reported  value  of  BLE  is 
then  equal  to  either  the  lower  99% 
confidence  interval  limit  divided  by 
0.99  or  the  mean  of  the  four  values, 
whichever  is  smaller.  DOE  received 
comment  from  NEMA  supporting  the  ‘ 
reported  value  as  currently  defined  in 
.10  CFR  430.24.  (NEMA.  No.  15  at  p.  3) 
NEEA  and  NPCC  also  supported  DOE 
using  a  statistically  valid  method  of 
reporting  efficiency  of  a  ballast.  (NEEA 
&  NPCC,  Public  Meeting  Transcript,  No. 
12  at  p.  175-176)  In  addition.  Philips, 
GE,  and  OSI  commented  that  an 
increase  in  the  minimum  number  of 
samples  to  ten  or  twenty  samples  from 
70  categories  of  ballasts  would  be 
burdensome  as  each  test  takes  two  to 
three  hours.  (Philips,  Public  Meeting 
Transcript,  No.  12  at  p.  177-178;  OSI, 
Public  Meeting  Transcript,  No.  12  at  p. 
178;  GE,  Public  Meeting  Transcript,  No. 
12  at  p.  178) 

F.  Impact  on  Measured  Energy 
Efficiency 

In  any  rulemaking  to  amend  a  test 
procedure,  DOE  must  determine  “to 
what  extent,  if  any,  the  proposed  test 
procedure  would  alter  the  measured 
energy  efficiency  *  *  *  of  any  covered 
product  as  determined  under  the 
existing  test  procedure.”  (42  U.S.C. 
6293(e)(1))  If  DOE  determines  that  the 
amended  test  procedure  would  alter  the 
measured  efficiency  of  a  covered 
product,  DOE  must  amend  the 
applicable  energy  conservation  standard 
accordingly.  (42  U.S.C.  6293(e)(2))  This 
proposed  active  mode  test  procedure 
would  change  the  metric  used  to 
describe  in  the  energy  efficiency  of  a 
ballast.  DOE  is  currently  amending 
energy  conservation  standards  for 
fluorescent  lamp  ballasts  in  the 
fluorescent  lamp  ballast  standards 
rulemaking.  In  that  rulemaking,  DOE  is 
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considering  standards  based  on  the 
measured  efficiency  of  the  ballast  in 
accordance  with  the  test  procedure 
proposed  in  this  active  mode  test 
procedure  rulemaking  consistent  with 
42  U.S.C.  6293(e)(2).  DOE  will  use  test 
data  that  it  collects  in  the  course  of  both 
this  test  procedure  rulemaking  and  the 
fluorescent  lamp  ballast  standards 
rulemaking  when  setting  energy 
conservation  standards  for  fluorescent 
lamp  ballasts.  The  BLE  test  procedure 
proposal  will  not  affect  compliance  with 
existing  energy  conservation  standards, 
because  DOE  proposes  that 
manufacturers  not  be  required  to  use  the 
new  test  procedure  until  the  date 
manufacturers  are  required  to  comply 
with  amended  standards. 

G.  Scope  of  Applicability 

Today’s  proposed  test  procedure  is 
applicable  to  the  fluorescent  lamp 
ballasts  covered  in  the  preliminary 
determination  of  scope  outlined  in  the 
preliminary  technical  support  document 
for  the  fluorescent  lamp  ballast 
standards  rulemaking.  DOE  is 
considering  regulating  certain  ballasts 
that  operate  F32T8,  F34T12,  F28T5SO, 
F54T5HO,  E96T8/ES,  F96T12/ES, 
F96T8HO,  F96T12HO/ES,  and 
F96T12HO  lamps.  These  ballasts  can 
operate  between  one  and  six  lamps  and 
are  used  in  commercial,  residential,  and 
cold-temperature  outdoor  sign 
applications.  For  the  proposed  test 
procedure  in  this  rulemaking,  DOE 
would  establish  particular  test  setups 
and  calculations  depending  on  type  of 
ballast,  as  described  in  more  detail  in 
section  III.D.  For  example,  DOE  would 
specify  certain  fluorescent  lamps  and 
numbers  of  these  lamps  to  be  paired 
with  certain  ballasts  for  determining 
ballast  performance. 

H.  Certification  and  Enforcement 

As  discussed  in  the  NOPR,  DOE 
regulations  do  not  currently  specify  the 
energy  efficiency  measurement  to  be 
certified  for  fluorescent  lamp  ballasts. 

10  CFR  430.62(a)(4).  Earthjustice 
commented  that  this  omission 
undermines  effective  enforcement  and 
negates  the  value  of  energy  conservation 
standards.  NEEA  and  NPCC  and  the  CA 
utilities  support  DOE  specifying  the 
energy  efficiency  measurement  to  be 
certified  for  fluorescent  lamp  ballasts. 
(NEEA  &  NPCC,  No.  32  at  p.  10; 
Earthjustice,  No.  14  at  p.  1;  CA  Utilities, 
No.  13  at  p.  3)  Earthjustice  also 
commented  that  DOE  could  publish  a 


’^This  written  comment  was  submitted  in 
response  to  the  fluorescent  lamp  ballast  energy 
conservation  standard  preliminary  analysis.  75  FR 
14319. 


separate  final  rule  to  specify  the  energy 
efficiency  measurement  to  be  certified 
for  fluorescent  lamp  ballasts  on  an 
accelerated  timeframe  in  advance  of  the 
full  test  procedure  final  rule. 

Earthjustice  further  indicated  that  if 
manufacturers  do  not  need  to  retest 
units  to  ensure  compliance  with 
existing  standards  using  the  test 
procedure  in  appendix  Q,  there  would 
be  no  justification  for  permitting  a 
period  of  one  year  to  submit  data. 
(Earthjustice,  No.  14  at  p.  1)  DOE 
appreciates  these  comments  and  has 
responded  to  them  in  the  notice  of 
proposed  rulemaking  for  certification, 
compliance,  and  enforcement  for 
consumer  products  and  commercial  and 
industrial  equipment.  75  FR  56796. 

In  the  context  of  increasing 
compliance  with  energy  conservation 
standards,  Philips  commented  that 
compliance  and  enforcement  could  be 
improved  by  requiring  the  ballasts  to  be 
tested  at  labs  that  meet  certain 
specifications  such  as  having  an  audit 
program  and  meeting  International 
Organization  for  Standardization  (ISO) 
criteria.  Philips  requested  that  DOE 
make  its  criteria  consistent  with  the 
California  Energy  Commission  (CEC) 
criteria  so  that  the  same  data  set  can  be 
used  for  certifying  products  with  both 
organizations.  Philips  also  noted  that  it 
has  come  to  NEMA’s  attention  that  some 
offshore  ballast  suppliers  with  private 
laljeling  may  not  be  complying  with 
energy  efficiency  regulations.  (Philips, 
Public  Meeting  Transcript,  No.  12  at  p. 
32-34)  NEMA  commented  that  they 
believe  a  clear  and  concise  test 
procedure  may  encourage  voluntary 
compliance  with  energy  conservation 
standards.  (NEMA,  No.  15  at  p.  7) 
Furthermore,  NEMA  commented  that  a 
change  from  the  existing  test  procedure 
to  the  test  procedure  proposed  by 
NEMA  may  yield  increased  compliance 
by  simplifying  the  methodology. 

(NEMA,  No.  15  at  p.  2,  12) 

DOE  agrees  that  requiring  certification 
and  compliance  data  to  be  generated  in 
a  certified  facility  could  increase  the 
integrity  of  the  data.  DOE  also  agrees 
with  NEMA  that  a  clear  and  concise  test 
procedure  may  also  foster  voluntary 
compliance.  In  this  test  procedure 
SNOPR,  DOE  proposes  the  measurement 
of  BLE  using  electrical  measurements  of 
a  lamp  and  ballast  system.  DOE  believes 
this  test  procedure  to  be  clearer  and  less 
burdensome  to  conduct  compared  to  the 
existing  method  which  may  result  in 
,  increased  compliance. 

DOE  also  proposes  that  test  facilities 
conducting  compliance  testing  in 
accordance  with  amended  standards 
promulgated  by  the  fluorescent  lamp 
ballast  standards  rulemaking  be 


National  Volunteer  Laboratory 
Accreditation  Program  (NVLAP) 
accredited,  a  program  administered  by 
the  National  Institute  of  Standards  and 
Technology  (NIST),  or  accredited  by  an 
organization  recognized  by  NVLAP. 
NVLAP  accreditation  is  a  finding  of 
laboratory  competence,  certifying  that  a 
laboratory  operates  in  accordance  with 
NVLAP  management  and  technical  • 
requirements.  The  NVLAP  program  is 
described  in  15  CFR  part  285,  and 
encompasses  the  requirements  of  ISO/ 
lEC  17025.1®  NVLAP  (or  an  organization 
recognized  by  NVLAP)  accreditation  is 
currently  required  for  laboratories 
providing  certification  and  compliance 
data  for  general  service  fluorescent, 
general  service  incandescent,  and 
incandescent  reflector  lamps.  Either  of 
these  accreditation  requirements  would 
ensure  that  all  the  data  DOE  uses  in  its 
rulemaking  comes  from  standardized 
and  quality  controlled  sources, 
increasing  confidence  in  the  precision 
of  the  data  and  limiting  variations  due 
to  differences  between  testing 
laboratories.  DOE  determined  that 
NVLAP  imposes  fees  of  $9000  and 
$8000  on  years  one  and  two  of 
accreditation.  For  the  years  following, 
the  fees  alternate  between  $5000  and 
$8000,  with  the  $8000  fee 
corresponding  to  the  on-site  evaluation 
required  every  other  year.  Fees  for  other 
accreditation  organizations  are  expected 
to  be  similar.  DOE  invites  comment  on 
the  benefits  and  burden  imposed  by  the 
requirement  that  certification  and 
compliance  data  come  from  an  NVLAP 
or  NVLAP  recognized  organization 
accredited  laboratory. 

IV.  Procedural  Issues  and  Regulatory 
Review 

A.  Executive  Order  12866 

Today’s  proposed  rule  has  been 
determined  to  not  be  a  “significant 
regulatory  action”  under  Executive 
Order  12866,  “Regulatory  Planning  and 
Review,”  58  FR-51735  (Oct.  4,  1993). 
Accordingly,  this  action  was  not  subject 
to  review  under  that  Executive  Order  by 
the  Office  of  Information  and  Regulatory 
Affairs  (OIRA)  of  the  Office  of 
Management  and  Budget  (OMB). 

B.  National  Environmental  Policy  Act 

In  this  proposed  rule,  DOE  proposes 
test  procedure  amendments  that  it 
expects  will  be  used  to  develop  and 
implement  future  energy  conservation 
standards  for  ballasts.  DOE  has 
determined  that  this  rule  falls  into  a 


International  Organization  for  Standardization/ 
International  Electrotechnical  Commission,  General 
requirements  for  the  competence  of  testing  and 
calibration  laboratories.  ISO/IEC  17025. 
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class  of  actions  that  are  categorically 
excluded  from  review  under  the 
National  Environmental  Policy  Act  of 
1969  (42  U.S.C.  4321  et  seq.)  and  DOE’s 
implementing  regulations  at  10  CFR  part 
1021.  Specifically,  this  proposed  rule 
would  amend  the  existing  test 
procedures  without  affecting  the 
amount,  quality  or  distribution  of 
energy  usage,  and,  therefore,  would  not 
result  in  any  environmental  impacts. 
Thus,  this  rulemaking  is  covered  by 
Categorical  Exclusion  A5  under  10  CFR 
part  1021,  subpart  D,  which  applies  to 
any  rulemaking  that  interprets  or 
amends  an  existing  rule  without 
changing  the  environmental  effect  of 
that  rule.  Accordingly,  neither  an 
environmental  assessment  nor  an 
environmental  impact  statement  is 
required. 

C.  Regulatory  Flexibility  Act 

The  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.)  requires  preparation 
of  an  initial  regulatory  flexibility 
analysis  for  any  rule  that  by  law  must 
be  proposed  for  public  comment,  unless 
the  agency  certifies  that  the  rule,  if 
promulgated,- will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  As  required  by 
Executive  Order  13272,  “Proper 
Consideration  of  Small  Entities  in 
Agency  Rulemaking,”  67  FR  53461 
(August  16,  2002),  DOE  published 
procedures«nd  policies  on  February  19, 
2003,  to  ensure  that  the  potential 
impacts  of  its  rules  on  small  entities  are 
properly  considered  during  the  DOE 
rulemaking  process.  68  FR  7990.  DOE 
has  made  its  procedures  and  policies 
available  on  the  Office  of  the  General 
Counsel’s  Web  site:  http:// 
www.gc.doe.gov.  In  this  section,  DOE 
updates  the  certification  provided  to  the 
Office  of  Advocacy  of  the  Small 
Business  Administration  (SBA) 
subsequent  to  publication  of  the  NOPR. 

The  SBA  has  set  a  size  threshold  for 
manufacturers  of  fluorescent  lamp 
ballasts  that  defines  those  entities 
classified  as  “small  businesses”  for  the 
purposes  of  the  Regulatory  Flexibility 
Analysis.  DOE  used  the  SBA’s  small 
business  size  standards  to  determine 
whether  any  small  manufacturers  of 
fluorescent  lamp  ballasts  would  be 
subject  to  the  requirements  of  the  rule. 

65  FR  30836,  30850  (May  15,  2000),  as 
amended  at  65  FR  53533,  53545 
(September  5,  2000)  and  codified  at  13 
CFR  part  121.  The  size  standards  are 
listed  by  North  American  Industry 
Classification  System  (NAICS)  code  and 
industry  description  and  are  available  at 
http://wvvw.sba.gov/idc/groups/public/ 
documents /sba_homepage/ 
servjsstd_tablepdf. pdf.  Fluorescent 


lamp  ballast  manufacturing  is  classified 
under  NAICS  335311,  “Power, 
Distribution,  S'  Specialty  Transformer 
Manufacturing.”  The  SBA  sets  a 
threshold  of  750  employees  or  less  for 
an  entity  to  be  considered  as  a  small 
business  for  this  category. 

To  identify  potential  small 
manufacturers  as  defined  by  SBA,  DOE 
conducted  a  market  survey  using  all 
available  public  information.  DOE’s 
research  involved  several  industry  trade 
association  membership  directories, 
product  databases,  individual  company 
Web  sites,  and  marketing  research  tools 
(e.g.,  Dun  and  Bradstreet  reports)  to 
create  a  list  of  every  company  that 
manufactures  or  sells  fluorescent  lamp 
ballasts  covered  by  this  rulemaking. 

DOE  reviewed  all  publicly-available 
data  and  contacted  companies  on  its 
list,  as  necessary,  to  determine  whether 
they  met  the  SBA’s  definition  of  a  small 
business  manufacturer  of  covered 
fluorescent  lamp  ballasts.  DOE  screened 
out  companies  that  did  not  offer 
fluorescent  lamp  ballasts  covered  by 
this  rulemaking,  did  not  meet  the 
definition  of  a  “small  business,”  or  are 
foreign  owned  and  operated.  Ultimately, 
DOE  identified  at  least  10  fluorescent 
lamp  ballast  manufacturers  that  produce 
covered  fluorescent  lamp  ballasts  and 
can  potentially  be  considered  small 
businesses  out  of  the  42  ballast 
manufacturers  listed  in  the  preliminary 
technical  support  document  of  the 
fluorescent  lamp  ballast  standards 
rulemaking. 

.  The  proposed  rule  includes  revisions 
to  appendix  Q  and  a  new  appendix  Ql. 
The  revisions  to  appendix  Q  update  an 
industry  reference  emd  do  not  change 
the  test  method  or  increase  testing 
burden.  The  only  difference  between  the 
two  test  procedures  relates  to  the 
interference  of  testing  instrumentation. 
Specifically,  the  input  power 
measurement  of  ANSI  C82. 2-2002 
reduces  the  interference  of 
instrumentation  on  the  input  power 
measurement  as  compared  to  ANSI 
C82.2-1984.  The  vast  majority  of 
companies  and  testing  facilities, 
however,  already  employ  modern 
instrumentation  that  does  not 
significantly  interfere  with  input  power 
measurements.  Thus,  updating  this 
industry  reference  would  not  impose 
additional  financial  burden  in  terms  of 
labor  or  materials.  As  described  in  more 
detail  in  sections  III.C  and  III.D,  the 
proposed  test  procedure  in  appendix  Ql 
is  generally  less  burdensome  compared 
to  the  existing  test  procedure,  while 
reducing  measurement  variation.  The 
proposed  procedure  uses  only  electrical 
measurements  which  are  generally 
simpler  and  more  quickly  carried  out 


than  photometric  measurements.  The 
proposed  procedure  only  uses  a 
reference  ballast  once  every  24  hours, 
rather  than  during  the  performance 
evaluation  of  each  individual  ballast. 

This  change  reduces  the  number  of 
measurements  necessary  for  assigning  a 
BLE  and  BF  to  a  ballast  compared  to  the 
number  of  measurements  necessary  for 
BEF  and  BF  under  the  existing  test 
procedure.  In  addition,  the  proposed 
method  specifies  a  shorter  lamp 
seasoning  period  (12  hours  versus  100 
hours)  because  the  lamp’s  electrical 
characteristics  stabilize  sooner  than  its 
photometric  characteristics. 

To  analyze  the  testing  burden  impacts 
described  above  on  small  business 
manufacturers,  DOE  first  sought  to 
examine  publically  available  financial 
data  for  those  companies  identified  as 
small  businesses  to  compare  the 
estimated  revenue  and  profit  of  these 
businesses  to  the  anticipated  testing 
burden  associated  with  this  proposed 
test  procedure.  DOE  determined  that  all 
the  identified  small  business 
manufacturers  were  privately  owned, 
and  as  a  result,  financial  data  was  not 
publically  available.  DOE  estimates  that 
the  incremental  testing  costs  for  an 
average  small  business  would  be  no 
more  and  likely  less  than  testing  costs 
under  the  existing  BEF  test  procedure 
for  the  reasons  set  forth  in  tbe  following 
paragraph. 

The  BLE  procedure  requires  no 
additional  equipment  compared  to  the 
existing  test  procedure  and  eliminates 
the  usage  of  photocells  or  an  integrating 
sphere.  In  addition,  the  existing  BEF  test 
procedure  requires  measurements  of 
lamp  light  output  on  a  reference  ballast 
and  measurements  on  a  test  ballast 
during  each  test.  Light  output 
measurements  and  electrical 
measurements  of  the  reference  system 
can  require  one  to  two  hours  depending 
on  the  number  of  reference  ballasts 
available  and  the  speed  at  which  the 
lamp  reaches  photometric  stability. 

Light  output  and  electrical 
measurements  of  the  test  ballast  are 
taken  immediately  after  switching  the 
lamps  from  the  reference  to  the  test 
system.  In  contrast,  the  BLE  proposal  in 
tbis  SNOPR  requires  the  reference 
lamps  to  be  measured  and  stabilized  on 
a  reference  ballast  only  once  every 
twenty  four  hours.  After  this 
stabilization,  subsequent  testing  of  the 
ballasts  of  interest  can  take  between  15 
and  60  minutes.  DOE  estimates  that 
between  4  and  8  ballast  samples  could 
be  completed  in  an  eight  hour  period 
using  the  existing  BEF  test  procedure, 
while  between  8  and  16  tests  could  be 
completed  using  the  BLE  test  procedure. 
Therefore,  DOE  estimates  the  BLE 
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procedure  could  result  in  an 
incremental  reduction  in  testing  time  of 
about  50%.  Assuming  the  labor  rate  for 
carrying  out  either  procedure  is  $100 
per  hour,  the  BLE  procedure  could 
reduce  testing  costs  by  $50  to  $100 
dollars  per  test.  DOE  notes  that 
depending  on  setup,  some  facilities  may 
see  less  of  a  reduction  in  testing  time  or 
potentially  no  change  in  testing  time. 

In  this  SNOPR,  DOE  is  also  proposing 
that  test  labs  be  accredited  by  NVLAP  or 
an  organization  recognized  by  NVLAP. 
Accreditation  by  NVLAP  or  an  NVLAP- 
recognized  organization  may  cost 
approximately  $8000  per  year,  which 
DOE  believes  would  not  be  a  significant 
impact. 

On  the  basis  of  the  foregoing,  DOE 
tentatively  concludes  and  certifies  that 
this  proposed  rule  would  not  have  a 
significant  impact  on  a  substantial 
number  of  small  entities.  Accordingly, 
DOE  has  not  prepared  a  regulatory 
flexibility  analysis  for  this  rulemaking. 
DOE  has  provided  its  certification  and 
supporting  statement  of  factual  basis  to 
the  Chief  Counsel  for  Advocacy  of  the 
Small  Business  Administration  for 
review  under  5  U.S.C.  605(b). 

D.  Paperwork  Reduction  Act 

Manufacturers  of  fluorescent  lamp 
ballasts  must  certify  to  DOE  that  their 
products  comply  with  any  applicable 
energy  conservation  standard.  In 
certifying  compliance,  manufacturers 
must  test  their  products  according  to  the 
DOE  test  procedure  for  fluorescent  lamp 
ballasts,  including  any  amendments 
adopted  for  that  test  procedure.  DOE  has 
proposed  regulations  for  the 
certification  and  recordkeeping 
requirements  for  all  covered  consumer 
products  and  commercial  equipment, 
including  fluorescent  lamp  ballasts.  75 
FR  56796  (Sept.  16,  2010).  The 
collection-of-information  requirement 
for  the  certification  and  recordkeeping 
is  subject  to  review  and  approval  by 
OMB  under  the  Paperwork  Reduction 
•  Act  (PRA).  This  requirement  has  been 
submitted  to  OMB  for  approval.  Public 
reporting  burden  for  the  certification  is 
estimated  to  average  20  hours  per 
response,  including  the  time  for 
reviewing  instructions,  searching 
existing  data  sources,  gathering  and 
maintaining  the  data  needed,  and 
completing  and  reviewing  the  collection 
of  information. 

Public  comment  is  sought  regarding: 
whether  this  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  shall  have  practical  utility; 
the  accuracy  of  the  burden  estimate; 
ways  to  enhance  the  quality,  utility,  and 


clarity  of  the  information  to  be 
coHected;  and  ways  to  minimize  the 
burden  of  the  collection  of  information, 
including  through  the  use  of  automated 
collection  techniques  or  other  forms  of 
information  technology.  Send  comments 
on  these  or  any  other  aspects  of  the 
collection  of  information  to  Ms.  Linda 
Graves  (see  ADDRESSES),  and  e-mail  to 
Christine _j._Kymn@omb.eop.gov. 

Notwithstanding  any  other  provision 
of  the  law,  no  person  is  required  to 
respond  to,  nor  shall  any  person  be 
subject  to  a  penalty  for  failure  to  comply 
with,  a  collection  of  information  subject 
to  the  requirements  of  the  PRA,  unless 
that  collection  of  information  displays  a 
currently  valid  OMB  Control  Number. 

E.  Unfunded  Mandates  Reform  Act  of 
1995 

Title  II  of  the  Unfunded  Mandates 
Reform  Act  of  1995  (UMRA)  (Pub.  L. 
104-4)  requires  each  Federal  agency  to 
assess  the  effects  of  Federal  regulatory 
actions  on  State,  local,  and  Tribal 
governments  and  the  private  sector.  For 
proposed  regulatory  actions  likely  to 
result  in  a  rule  that  may  cause 
expenditures  by  State,  local,  and  Tribal 
governments,  in  the  aggregate,  or  by  the 
private  sector  of  $100  million  or  more 
in  any  one  year  (adjusted  annually  for 
inflation),  section  202  of  UMRA  requires 
a  Federal  agency  to  publish  estimates  of 
the  resulting  costs,  benefits,  and  other 
effects  on  the  national  economy.  (2 
U.S.C.  1532(a),  (b))  UMRA  also  requires 
Federal  agencies  to  develop  an  effective 
process  to  permit  timely  input  by 
elected  officers  of  State,  local,  and 
Tribal  governments  on  a  proposed 
“significant  intergovernmental 
mandate.”  In  addition,  UMRA  requires 
an  agency  plan  for  giving  notice  and 
opportunity  for  timely  input  to  small 
governments  that  may  be  affected  before 
establishing  a  requirement  that  might 
significantly  or  uniquely  affect  them.  On 
March  18,  1997,  DOE  published  a 
statement  of  policy  on  its  process  for 
intergovernmental  consultation  under 
UMRA.  62  FR  12820.  (This  policy  is 
also  available  at  http://i\^vH'.gc.doe.gov). 
DOE  examined  today’s  proposed  rule 
according  to  UMRA  and  its  statement  of 
policy  and  determined  that  the  rule 
contains  neither  an  intergovernmental 
mandate,  nor  a  mandate  that  may  result 
in  the  expenditure  of  $100  million  or 
more  in  any  year,  so  these  requirements 
do  not  apply. 

F.  Treasury  and  General  Government 
Appropriations  Act,  1999 

Section  654  of  the  Treasury  and 
General  Government  Appropriations 
Act,  1999  (Pub.  L.  105-277)  requires 
Federal  agencies  to  issue  a  Family 


Policymaking  AssesPinent  for  any 
proposed  rule  that  may  affect  family 
well-being.  Today’s  proposed  rule 
would  not  have  any  impact  on  the 
autonomy  or  integrity  of  the  family  as 
an  institution.  Accordingly,  DOE  has 
concluded  that  it  is  unnecessary  to 
prepare  a  Family  Policymaking 
Assessment. 

G.  Executive  Order  13132 

Executive  Order  13132,  “Federalism,” 
64  FR  43255  (August  4,  1999)  imposes 
certain  requirements  on  agencies 
formulating  and  implementing  policies 
or  regulations  that  preempt  State  law  or 
that  have  Federalism  implications.  The 
Executive  Order  requires  agencies  to 
examine  the  constitutional  and  statutory 
authority  supporting  any  action  that 
would  limit  the  policymaking  discretion 
of  the  States  and  to  carefully  assess  the 
necessity  for  such  actions.  The 
Executive  Order  also  requires  agencies 
to  have  an  accountable  process  to 
ensure  meaningful  and  timely  input  by 
State  and  local  officials  in  the 
development  of  regulatory  policies  that 
have  Federalism  implications.  On 
March  14,  2000,  DOE  published  a 
statement  of  policy  describing  the 
intergovernmental  consultation  process 
it  will  follow  in  the  development  of 
such  regulations.  65  FR  13735.  DOE  has 
examined  this  proposed  rule  and  has 
determined  that  it  would  not  have  a 
substantial  direct  effect  on  the  States,  on 
the  relationship  between  the  national 
government  and  the  States,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  EPCA  governs  and 
prescribes  Federal  preemption  of  State 
regulations  as  to  energy  conservation  for 
the  products  that  are  the  subject  of 
today’s  proposed  rule.  States  can 
petition  DOE  for  exemption  from  such 
preemption  to  the  extent,  and  based  on 
criteria,  set  forth  in  EPCA.  (42  U.S.C. 
6297(d))  No  further  action  is  required  by 
Executive  Order  13132. 

H.  Executive  Order  12988 

With  respect  to  the  review  of  existing 
regulations  and  the  promulgation  of 
new  regulations,  section  3(a)  of 
Executive  Order  12988,  “Civil  Justice 
Reform,”  61  FR  4729  (Feb.  7,  1996), 
imposes  on  Federal  agencies  the  general 
duty  to  adhere  to  the  following 
requirements:  (1)  Eliminate  drafting 
errors  and  ambiguity;  (2)  write 
regulations  to  minimize  litigation;  (3) 
provide  a  clear  legal  standard  for 
affected  conduct  rather  than  a  general 
standard;  and  (4)  promote  simplification 
and  burden  reduction.  Section  3(b)  of 
Executive  Order  12988  specifically 
requires  that  Executive  agencies  make 
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every  reasonable  effort  to  ensure  that  the 
regulation:  (1)  Clearly  specifies  the 
preemptive  effect,  if  any;  (2)  clearly 
specifies  any  effect  on  existing  Federal 
law  or  regulation;  (3)  provides  a  clear 
legal  standard  for  affected  conduct 
while  promoting  simplification  and 
burden  reduction;  (4)  specifies  the 
retroactive  effect,  if  any;  (5)  adequately 
defines  key  terms;  and  (6)  addresses 
other  important  issues  affecting  clarity 
and  general  draftsmanship  under  any 
guidelines  issued  by  the  Attorney 
General,  Section  3(c)  of  Executive  Order 
12988  requires  Executive  agencies  to 
review  regulations  in  light.of  applicable 
standards  in  sections  3(a)  and  3(b)  to 
determine  whether  they  are  met  or  it  is 
unreasonable  to  meet  one  or  more  of 
them.  DOE  has  completed  the  required 
review  and  determined  that,  to  the 
extent  permitted  hy  law,  the  proposed 
rule  meets  the  relevant  standards  of 
Executive  Order  12988. 

/.  Treasury  and  General  Government 
Appropriations  Act,  2001 

Section  515  of  the  Treasury  and 
General  Government  Appropriations 
Act,  2001  (Pub.  L.  106-554;  44  U.S.C. 
3516  note)  provides  for  agencies  to 
review  most  disseminations  of 
information  to  the  public  under 
guidelines  established  hy  each  agency 
pursuant  to  general  guidelines  issued  by 
OMB.  OMB’s  guidelines  were  published 
at  67  FR  8452  (Feb.  22,  2002),  and 
DOE’S  guidelines  were  published  at  67  ' 
FR  62446  (Oct.  7,  2002).  DOE  has 
reviewed  today’s  proposed  rule  under 
the  OMB  and  DOE  guidelines  and  has 
concluded  that  it  is  consistent  with 
applicable  policies  in  those  guidelines. 

/.  Executive  Order  1321 1 

Executive  Order  13211,  “Actions 
Concerning  Regulations  That 
Significantly  Affect  Etiergy  Supply, 
Distribution,  or  Use,”  66  FR  28355  (May 
22,  2001),  requires  Federal  agen'cies  to 
prepare  and  submit  to  OMB,  a 
Statement  of  Energy  Effects  for  any 
proposed  significant  energy  action.  A 
“significant  energy  action”  is  defined  as 
any  action  by  an  agency  that 
promulgated  or  is  expected  to  lead  to 
promulgation  of  a  final  rule,  and  that: 

(1)  Is  a  significant  regulatory  action 
under  Executive  Order  12866,  or  any 
successor  order;  and  (2)  is  likely  to  have 
a  significant  adverse  effect  on  the 
supply,  distribution,  or  use  of  energy;  or 
(3)  is  designated  hy  the  Administrator  of 
OIRA  as  a  significant  energy  action.  For 
any  proposed  significant  energy  action, 
the  agency  must  give  a  detailed 
statement  of  any  adverse  effects  on 
energy  supply,  distribution,  or  use 
should  the  proposal  be  implemented. 


and  of  reasonable  alternatives  to  the 
action  and  their  expected  benefits  on 
energy  supply,  distribution,  and  use. 
Today’s  regulatory  action  to  amend  the 
test  procedure  for  measuring  the  energy 
efficiency  of  fluorescent  lamp  ballasts  is 
not  a  significant  regulatory  action  under 
Executive  Order  12866.  Moreover,  it 
would  not  have  a  significant  adverse 
effect  on  the  supply,  distribution,  or  use 
of  energy,  nor  has  it  been  designated  as 
a  significant  energy  action  by  the 
Administrator  of  OIRA.  Therefore,  it  is 
not  a  significant  energy  action,  and, 
accordingly,  DOE  has  not  prepared  a 
Statement  of  Energy  Effects.  .. 

K.  Executive  Order  12630 

Pursuant  to  Executive  Order  12630, 
“Governmental  Actions  and  Interference 
with  Constitutionally  Protected  Property 
Rights.”  53  FR  8859  (March  15,  1988), 
DOE  has  determined  that  this  rule 
would  not  result  in  any  takings  that 
might  require  compensation  under  the 
Fifth  Amendment  to  the  United  States 
Constitution. 

L.  Section  32  of  the  Federal  Energy 
Administration  Act  of  1 974 

Under  section  301  of  the  Department 
of  Energy  Organization  Act  (Pub.  L.  95- 
91;  42  U.S.C.  7101),  DOE  must  comply 
with  section  32  of  the  Federal  Energy 
Administration  Act  of  1974,  as  amended 
by  the  Federal  Energy  Administration 
Authorization  Act  of  1977.  (15  U.S.C. 
788;  FEAA)  Section  32  essentially 
provides  in  relevant  part  that,  where  a 
proposed  rule  authorizes  or  requires  use 
of  commercial  standards,  the  notice  of 
proposed  rulemaking  must  inform  the 
public  of  the  use  and  background  of 
such  standards.  In  addition,  section 
32(c)  requires  DOE  to  consult  with  the 
Attorney  General  and  the  Chairman  of 
the  Federal  Trade  Commission  (FTC) 
concerning  the  impact  of  the 
commercial  or  indnetry  standards  on 
competition.  The  proposed  rule 
incorporates  testing  methods  contained 
in  the  following  commercial  standards: 
ANSI  C82. 2-2002,  Method  of 
Measureihent  of  Fluorescent  Lamp 
Ballasts.  While  today’s  proposed  test 
procedure  is  not  exclusively  based  on 
ANSI  C82. 2-2002,  one  component  of 
the  test  procedure,  namely  measurement 
of  ballast  factor,  adopts  a  measurement 
technique  from  ANSI  C82. 2-2002 
without  amendment.  The  Department 
has  evaluated  these  standards  and  is 
unable  to  conclude  whether  they  fully 
comply  with  the  requirements  of  section 
32(b)  of  the  FEAA,  (i.e.,  that  they  were 
developed  in  a  manner  that  fully 
provides  for  public  participation, 
comment,  and  review).  DUE  will 
consult  with  the  Attorney  General  and 


the  Chairman  of  the  FTC  concerning  the 
impact  of  these  test  procedures  on 
competition,  prior  to  prescribing  a  final 
rule. 

V.  Public  Participation 

A.  Submission  of  Comments 

DOE  will  accept  comments,  data,  and 
information  regarding  the  proposed  rule 
no  later  than  the  date  provided  at  the 
beginning  of  this  notice.  Comments, 
data,  and  information  submitted  to 
DOE’S  e-mail  address  for  this 
rulemaking  should  be  provided  in 
WordPerfect,  Microsoft  Word,  PDF,  or 
text  (ASCII)  file  format.  Interested 
parties  should  avoid  the  use  of  special 
characters  or  any  form  of  encryption, 
and  wherever  possible,  comments 
should  include  the  electronic  signature 
of  the  author.  Comments,  data,  and 
information  submitted  to  DOE  via  mail 
or  hand  delivery/courier  should  include 
one  signed  paper  original.  No 
telefacsimiles  (faxes)  w'ill  be  accepted. 

According  to  10  CFR  1004.11,  any 
person  submitting  information  that  he 
or  she  believes  to  be  confidential  and 
exempt  by  law  from  public  disclosure 
should  submit  two  copies:  one  copy  of 
the  document  including  all  the 
information  believed  to  be  confidential, 
and  one  copy  of  the  document  with  the 
information  believed  to  be  confidential 
deleted.  DOE  will  make  its  own 
determination  as  to  the  confidential 
status  of  the  information  and  treat  it 
according  to  its  determination. 

Factors  of  interest  to  DOE  when 
evaluating  requests  to  treat  submitted 
information  as  confidential  include:  (1) 

A  description  of  the  items;  (2)  whether 
and  why  such  items  are  customarily 
treated  as  confidential  within  the 
industry;  (3)  whether  the  information  is 
generally  known  by  or  available  from 
other  sources;  (4)  whether  the 
information  has  previously  been  made 
available  to  others  without  obligation 
concerning  its  confidentiality;  (5)  an 
explanation  of  the  competitive  injury  to 
the  submitting  person  which  would 
result  from  public  disclosure;  (6)  a  date 
upon  which  such  information  might 
lose  its  confidential  nature  due  to  the 
passage  of  time;  and  (7)  why  disclosure 
(if  the  information  would  be  contrary  to 
the  public  interest. 

B.  Issues  on  Which  DOE  Seeks  Comment 

DOE  welcomes  comments  on  all 
aspects  of  this  rulemaking.  See  section 
I  for  further  detail.  In  addition,  DOE  is  . 
particularly  interested  in  receiving 
comments  and  views  of  interested 
parties  concerning  the  following  issues: 
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1.  Impact  of  Ballast  Output  on  Lamp 
Efficacy 

DOE  seeks  comment  on  the  impact  of 
lamp  current  crest  factor,  waveform,  and 
lamp  operating  frequency  on  the 
efficacy  of  a  fluorescent  lamp.  DOE  also 
seeks  comment  on  its  decision  to  adjust 
the  BLE  of  low-frequency  ballasts  by  a 
factor  of  0.9.  See  section  1II.C.2  for 
further  detail. 

2.  Ballast  Factor  Calculation 

DOE  seeks  comment  on  the  proposed 
technique  for  calculating  ballast  factor 
and  on  the  lamp  arc  powers  empirically 
derived.  DOE  also  seeks  comment  on 
how  frequently  reference  lamp  power 
(on  a  reference  ballast)  should  be 
measured.  See  section  III.D.4  for  further 
detail. 

3.  Impact  of  Reference  Lamp  Measured 
Power  Variation  on  Ballast  Factor 

DOE  seeks  comment  on  the  impact  of 
reference  lamp  measured  power 
variation  on  the  ballast  factor 
calculation.  See  section  IILD.4  for 
further  detail. 

4.  Laboratory  Accreditation 

DOE  seeks  comment  on  the  potential 
benefits  and  burden  imposed  as  a  result 
of  requiring  all  certification  and 
compliance  data  to  be  generated  at  a 
laboratory  accredited  by  NVLAP  or  an 
organization  recognized  by  NVLAP.  See 
section  III.H  for  further  detail. 

VI.  Approval  of  the  Office  of  the 
Secretary 

The  Secretary  of  Energy  has  approved 
publication  of  this  proposed  rule. 

List  of  Subjects  in  10  CFR  Part  430 

Administrative  practice  and 
procedure.  Confidential  business 
information.  Energy  conservation. 
Household  appliances.  Imports, 
Incorporation  by  reference. 
Intergovernmental  relations.  Small 
businesses. 

Issued  in  Washington,  DC  on  November  4. 
2010r 

Cathy  Zoi, 

Assistant  Secretary,  Energy  Efficiency  and 
Renewable  Energy. 

For  the  reasons  stated  in  the 
preamble,  DOE  is  proposing  to  amend  • 
part  430  of  Chapter  II  of  Title  10,  Code 
of  Federal  Regulations  as  set  forth 
below; 

PART  430— ENERGY  CONSERVATION 
PROGRAM  FOR  CONSUMER 
PRODUCTS 

1.  The  authority  citation  for  part  430 
continues  to  read  as  follows: 


Authority:  42  II.S.C.  6291-6309;  28  U.S.C. 
2461  note. 

2.  Section  430.3  is  amended  by: 

a.  Redesignating  paragraphs: 

1.  (c){ll)  as  (c)(14); 

2.  (c)(6)  through  (c)(l0)  as  (c)(7) 
through  (c)(ll): 

3.  (c)(12)  as  (c)(13); 

A.  (c)(13)  as  (c)(17): 

b.  Adding  the  phrase  “,  Appendix  Ql” 
before  “and”  in  paragraph  (c)(5)  and  in 
newly  designated  paragraph  (c)(8):  and 
adding  the  phrase  “Appendix  Ql  and” 
in  newly  designated  paragraph  (c)(14) 
before  “Appendix”; 

c.  Revising  newly  designated 
paragraph  (c)(13);  and 

d.  Adding  new  paragraphs  (c)(6), 
(c)(12),  (c)(l5),and  (c)(16). 

These  revisions  and  additions  read  as 
follows: 

§430.3  Materials  incorporated  by 
reference. 

***** 

(c)  *  *  * 

(6)  ANSI  C78.81-2010,  Revision  of 
ANSI  C78. 81-2005  (“ANSI  C78.81- 
2010”),  American  National  Standard  for 
Electric  Lamps — Double-Capped 
Fluorescent  Lamps — Dimensional  and 
Electrical  Characteristics,  approved 
January  14,  2010;  IBR  approved  for 
Appendix  Q  and  Appendix  Ql  to 
subpart  B. 

***** 

(12)  ANSI  C82. 1-2004,  Revision  of 
ANSI  C82. 1-1997  (“ANSI  C82.1”), 
American  National  Standard  for  Lamp 
Ballast — Line-Frequency  Fluorescent 
Lamp  Ballast,  approved  November  19, 
2004;  IBR  approved  for  Appendix  Q  and 
Appendix  Ql  to  Subpart  B. 

(13)  ANSI  C82. 2-2002,  Revision  of 
ANSI  C82. 2-1994  (R1995),  American 
National  Standard  for  Lamp  Ballasts- 
Method  of  Measurement  of  Fluorescent 
Balla.sts,  Approved  June  6,  2002,  IBR 
approved  for  Appendix  Q  and 
Appendix  Ql  to  subpart  B. 
***** 

(15)  ANSI  C82. 11-2002,  Revision  of 
ANSI  C82. 11-1993  (“ANSI  C82.ll”), 
American  National  Standard  for  Lamp 
Ballasts — High-ft’equency  Fluorescent 
Lamp  Ballasts,  approved  January  17, 
2002;  IBR  approved  for  Appendix  Q  and 
Appendix  Ql  to  subpart  B. 

(16)  ANSI  C82. 13-2002  (“ANSI 
C82.13”),  American  National  Standard 
for  Lamp  Ballasts — Definitions  for 
Fluorescent  Lamps  and  Ballasts, 
approved  July  23,  2002;  IBR  approved 
for  Appendix  Q  and  Appendix  Ql  to 
subpart  B. 

*  *  *  •  *  *  • 

3.  Section  430.23  is  amended  by 
revising  paragraph  (q)  to  read  as  follows; 


§  430.23  Test  procedures  for  the 
measurement  of  energy  and  water 
consumption. 

*  *  *  *  * 

(q)  Fluorescent  Lamp  Ballasts.  (1)  The 
Estimated  Annual  Energy  Consumption 
(EAEC)  for  fluorescent  lamp  ballasts, 
expressed  in  kilowatt-hours  per  year, 
shall  be  the  product  of: 

(1)  The  input  power  in  kilowatts  as 
determined  in  accordance  with  section 
3. 1.3.1  of  appendix  Q  to  this  subpart 
before  the  compliance  date  of  the 
amended  standards  for  fluorescent  lamp 
ballasts  or  section  6.2.6  of  appendix  Ql 
to  this  subpart  beginning  on  the 
compliance  date  of  the  amended 
standards  for  fluorescent  lamp  ballasts; 
and 

(ii)  The  representative  average  use 
cycle  of  1,000  hours  per  year,  the 
resulting  product  then  being  rounded 
off  to  the  nearest  kilowatt-hour  per  year. 

(2)  Ballast  Efficacy  Factor  (BEF)  shall 
be  as  determirTed  in  section  4.2  of 
appendix  Q  of  this  subpart  before  the 
compliance  date  of  the  amended 
standards  for  fluorescent  lamp  ballasts. 
Ballast  luminous  efficiency  (BLE)  shall 
be  as  determined  in  section  7.2  of 
appendix  Ql  to  this  subpart  beginning 
on  the  compliance  date  of  the  amended 
standards  for  fluorescent  lamp  ballasts. 

(3)  The  Estimated  Annual  Operating 
Cost  (EAOC)  for  fluorescent  lamp 
ballasts,  expressed  in  dollars  per  year, 
shall  be  the  product  of: 

(i)  The  representative  average  unit 
energy  cost  of  electricity  in  dollars  per 
kilowatt-hour  as  provided  by  the 
Secretary, 

(ii)  The  representative  average  use 
cycle  of  1,000  hours  per  year,  and 

(iii)  The  input  power  in  kilowatts  as 
determined  in  accordance  with  section 
3. 1.3.1  of  appendix  Q  to  this  subpart 
before  the  compliance  date  of  the 
amended  standards  for  fluorescent  lamp 
ballasts  or  section  6.2.6  of  appendix  Ql 
to  this  subpart  beginning  on  the 
compliance  date  of  the  amended 
standards  for  fluorescent  lamp  ballasts, 
the  resulting  product  then  being 
rounded  off  to  the  nearest  dollar  per 
year. 

(4)  Standby  power  consumption  of 
certain  fluorescent  lamp  ballasts  shall 
be  measured  in  accordance  with  section 
3.2  of  appendix  Q  to  this  subpart. 
***** 

4.  Section  430.25  is  revised  to  read  as 
follows: 

§430.25  Laboratory  Accreditation 
Program. 

The  testing  for  fluorescent  lamp 
ballasts  shall  be  performed  in 
accordance  with  Appendix  Ql  to  this 
subpart.  The  testing  for  general  service 
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fluorescent  lamps,  general  service 
incandescent  lamps,  and  incandescent 
reflector  lamps  shall  be  performed  in 
accordance  with  Appendix  R  to  this 
subpart.  The  testing  for  medium  base 
compact  fluorescent  lamps  shall  be 
performed  in  accordance  with 
Appendix  W  of  this  subpart.  This 
testing  shall  be  conducted  by  test 
laboratories  accredited  by  the  National 
Voluntary  Laboratory  Accreditation 
Program  (NVLAP)  or  by  an  accrediting 
organization  recognized  by  NVLAP. 
NVLAP  is  a  program  of  the  National 
Institute  of  Standards  and  Technology, 
U.S.  Department  of  Commerce.  NVLAP 
standards  for  accreditation  of 
laboratories  that  test  for  compliance 
with  standards  for  fluorescent  lamp 
ballast  ballast  luminous  efficiency 
(BLE),  fluorescent  lamp  efficacy,  and 
fluorescent  lamp  CRI  are  set  forth  in  15 
CFR  part  285.  A  manufacturer’s  or 
importer’s  own  laboratory,  if  accredited, 
may  conduct  the  applicable  testing. 

5.  Appendix  Q  to  subpart  B  of  part 
430  is  amended  by: 

a.  Adding  an  introductory  paragraph 
after  the  Appendix  heading. 

b.  Revising  sections  1.15,  1.16,  1.17, 
and  2. 

c.  Redesignating  sections  3.1,-3.2,  3.3, 

3.3.1,  3.3.2,  3.3.3,  3.4,  3.4.1,  and  3.4.2  as 
sections  3.1.1,  3.1.2,  3.1.3,  3. 1.3.1, 

3. 1.3. 2,  3. 1.3. 3,  3.1.4,  3. 1.4.1,  and 

3. 1.4. 2,  respectively. 

d.  Revising  newly  redesignated 
sections  3.1.1,  3.1.2,  3. 1.3.1,  3. 1.3. 2, 

3. 1.3. 3,  3. 1.4.1,  and  3. 1.4. 2. 

e.  Redesignating  sections  3.5,  3.5.1, 

3.5.2,  3.5.3,  3. 5. 3.1,  3. 5. 3. 2,  3. 5. 3. 3,  and 
3. 5. 3. 4  as  sections  3.2,  3.2.2,  3.2.3,  3.2.4, 
3.2.4. 1,  3. 2.4.2,  3. 2.4. 3,  and  3. 2.4.4, 
respectively. 

f.  Adding  sections  3.1  and  3.2.1. 

g.  Revising  section  4. 

These  revisions  and  additions  read  as 
follows: 

Appendix  Q  to  Subpart  B  of  Part  430 — 
Uniform  Test  Method  for  Measuring  the 
Energy  Consumption  of  Fluorescent 
Lamp  Ballasts 

'Appendix  Q  is  effective  until  the 
compliance  date  of  the  amended  standards 
for  fluorescent  lamp  ballasts.  After  this  date, 


all  fluorescent  lamp  ballasts  shall  be  tested 
using  the  provisions  of  Appendix  Ql. 
***** 

1.15  Power  Factor  means  the  power  input 
divided  by  the  product  of  ballast  input 
voltage  and  input  current  of  a  fluorescent 
lamp  ballast,  as  measured  under  test 
conditions  specified  in  ANSI  C82. 2-2002 
(incorporated  by  reference;  see  §430.3). 

1.16  Power  input  means  the  power 
consumption  in  watts  of  a  ballast  of  a 
fluorescent  lamp  or  lamps,  as  determined  in 
accordance  with  the  test  procedures  specified 
in  ANSI  C82. 2-2002  (incorporated  by 
reference:  see  §  430.3). 

1.17  Relative  light  output  means  the  light 
output  delivered  through  the  use  of  a  ballast 
divided  by  the  light  output  of  a  reference 
ballast,  expressed  as  a  percent,  as  determined 
in  accordance  with  the  test  procedures 
specified  in  ANSI  C82. 2-2002  (incorporated 
by  reference:  see  §  430.3). 

*  *  •  *  *  •  * 

2.  Test  Conditions. 

2.1  Measurement  of  Active  Mode  Energy 
Consumption,  BEF.  The  test  conditions  for 
testing  fluorescent  lamp' ballasts  shall  be 
done  in  accordance  with  ANSI  C82. 2-2002 
(incorporated  by  reference;  see  §430.3).  Any 
subsequent  amendment  to  this  standard  by 
the  standard  setting  organization  will  not 
affect  the  DOE  test  procedures  unless  and 
until  amended  by  DOE.  The  test  conditions 
for  measuring  active  mode  energy 
consumption  are  described  in  sections  4,  5, 
and  6  of  ANSI  C82.2-2002.  The  test 
conditions  described  in  this  section  (2.1)  are 
applicable  to  section  3.1  of  section  3,  Test 
Method  and  Measurements. 

2.2,  Measurement  of  Standby  Mode 
Power.  The  measurement  of  standby  mode 
power  need  not  be  performed  to  determine 
compliance  with  energy  conservation 
standards  for  fluorescent  lamp  ballasts  at  this 
time.  This  and  the  previous  statement  will  be 
removed  as  part  of  a  rulemaking  to  amend 
the  energy  conservation  standards  for 
fluorescent  lamp  ballasts  tq^ccount  for 
standby  mode  energy  consumption,  and  the 
following  shall  apply  on  the  compliance  date 
for  such  requirements. 

The  test  conditions  for  testing  fluorescent 
lamp  ballasts  shall  be  done  in  accordance 
with  ANSI  C82. 2-2002  (incorporated  by 
reference;  see  §  430.3).  Any  subsequent 
amendment  to  this  standard  by  the  standard 
setting  organization  will  not  affect  the  DOE 
test  procedures  unless  and  until  amended  by 
DOE.  The  test  conditions  for  measuring 
standby  power  are  described  in  sections  5,  7, 
and  8  of  ANSI  C82. 2-2002.  Fluorescent  lamp 
ballasts  that  are  capable  of  connections  to 


control  devices  shall  be  tested  with  all 
commercially  available  compatible  control 
devices  connected  in  all  possible 
configurations.  For  each  configuration,  a 
separate  measurement  of  standby  power  shall 
be  made  in  accordance  with  section  3.2  of  the 
test  procedure. 

3.  *  *  * 

3.1  Active  Mode  Energy  Efficiency 
Measurement 

3.1.1  The  test  method  for  testing  the 
active  mode  energy  efficiency  of  fluorescent 
lamp  ballasts  shall  be  done  in  accordance 
with  ANSI  C82. 2-2002  (incorporated  by 
reference:  see  §430.3).  Where  ANSI  C82.2- 
2002  references  ANSI  C82. 1-1997,  the 
operator  shall  use  ANSI  C82. 1-2004 
(incorporated  by  reference;  see  §  430.3)  for 
testing  low-frequency  ballasts  and  ANSI 
C82. 11-2002  (incorporated  by  refecence;  see 
§  430.3)  for  high-frequency  ballasts. 

3.1.2  Instrumentation.  The 
instrumentation  shall  be  as  specified  by 
sections  5,  7,  8,  and  15  of  ANSI  C82. 2-2002 
(incorporated  by  reference;  .see  §  430.3). 
***** 

3. 1.3.1  Input  Power.  Measure  the  input 
power  (watts)  to  the  ballast  in  accordance 
with  ANSI  C82. 2-2002  (incorporated  by 
reference:  see  §  430.3),  section  4. 

3. 1.3. 2  -  Input  Voltage.  Measure  the  input 
voltage  (voltsXRMS)  to  the  ballast  in 
accordance  with  ANSI  C82. 2-2002 
(incorporated  by  reference;  see  §430.3), 
section  3.2.1  and  section  4. 

3. 1.3. 3  Input  Current.  Measure  the  input 
current  (amps)  (RMS)  to  the  ballast  in 
accordance  with  ANSI  C82. 2-2002 
(incorporated  by  reference;  see  §430.3), 
section  3.2.1  and  section  4. 
***** 

3. 1.4.1  Measure  the  light  output  of  the 
reference  lamp  with  the  reference  ballast  in 
accordance  with  ANSI  C82.2-2002_ 
(incorporated  by  reference;  see  §430.3), 
section  12. 

3. 1.4. 2  Measure  the  light  output  of  the 
reference  lamp  with  the  test  ballast  in 
accordance  with  ANSI  C82. 2-2002  * 
(incorporated  by  reference;  see  §430.3), 
section  12. 

***** 

3.2.1  The  test  for  measuring  standby 
mode  energy  consumption  of  fluorescent 
lamp  balla.sts  shall  be  done  in  accordance 
with  ANSI  C82. 2-2002  (incorporated  by 
reference;  see  §430.3). 
***** 

4.  Calculations. 

4  1  Calculate  relative  light  output: 


roiativo  lijStit  output 


PfaotocQll  output  of  tamp  on  test  baliaat 
Fbotocotl  output  of  lamp  on  rofw onto  ballast 


xiOO 


Where: 

Photocell  output  of  lamp  on  test  ballast  is 
determined  in  accordance  with  section 

3. 1.4. 2,  expressed  in  w'atts,  and  photocell 
output  of  lamp  on  ref.  ballast  is 


determined  in  accordance  with  section 
3. 1.4.1,  expressed  in  watts. 

4.2  Determine  the  Ballast  Efficacy  Factor 
(BEF)  using  the  following  equations: 

(a)  Single  lamp  ballast 


relative  light  output 

Bhib  — - ; - 

input  power 

(b)  Multiple  lamp  ballast 
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average  relative  light  output 

BSr  “ - : - 

input  power 

Where: 

Input  power  is  determined  in  accordance 
with  section  3. 1.3.1, 

Relative  light  output  as  defined  in  section 

4.1,  and 

Average  relative  light  output  is  the  relative 
light  output,  as  defined  in  section  4.1,  for 
all  lamps,  divided  by  the  totahnumber  of 
lamps. 

4.3  Determine  Ballast  Power  Factor  (PF): 

Input  power 
^  - 

Input  voltage  X  input  current 

Where: 

Input  power  is  as  defined  in  section  3. 1.3.1, 
Input  voltage  is  determined  in  accordance 
with  section  3. 1.3. 2,  expressed  in  volts, 
and 

Input  current  is  determined  in  accordance 
with  section  3. 1.3.3,  expressed  in  amps. 

6.  Appendix  Ql  is  added  to  subpart 
B  of  part  430  to  read  as  follows: 

Appendix  Ql  to  Subpart  B  of  Part  430 — 
Uniform  Test  Method  for  Measuring  the 
Energy  Consumption  of  Fluorescent 
Lamp  Ballasts 

Appendix  Ql  is  effective  on  the 
compliance  date  of  the  amended  standards 
for  fluorescent  lamp  ballasts.  Prior  to  this 
date,  all  fluore.scent  lamp  ballasts  shall  be 
tested  using  the  provisions  of  Appendix  Q;' 

1.  Where  ANSI  C82. 2-2002  (incorporated 
by  reference;  see  §  430.3)  references  ANSI 
C82. 1-1997,  the  operator  shall  use  ANSI 
C82. 1-2004  (incorporated  by  reference;  see 
§  430.3)  for  testing  low-frequency  ballasts 
and  shall  use  ANSI  C82. 11-2002 
(incorporated  by  reference;  see  §430.3)  for 
high-frequency  ballasts. 

2.  Definitions 


2.1.  Cathode  heating  refers  to  power 
delivered  to  .the  lamp  by  the  ballast  for  the 
purpose  of  raising  the  temperature  of  the 
lamp  electrode  or  filament. 

2.2.  Commercial  ballast  is  a  fluorescent 
lamp  ballast  that  is  not  a  residential  ballast 

as  defined  in  section  2.9  and  meets  technical^ 
standards  for  non-cpnsumer  RF  lighting 
devices  as  specified  in  subpart  C  of  47  CFR 
part  18. 

2.3.  High-frequency  ballast  is  as  defined  in 
ANSI  C82. 13-2002  (incorporated  by 
reference;  see  §  430.3). 

2.4.  Instant-start  is  the  starting  method 
used  instant-start  systems  as  defined  in  ANSI 
C82. 13-2002  (incorporated  by  reference;  see 
§430.3). 

2.5.  Low-frequency  ballast  is  a  fluorescent 
lamp  ballast  that  operates  at  a  supply 
frequency  of  50  to  60  Hz  and  operates  the 
lamp  at  the  same  frequency  as  the  supply. 

2.6.  Programmed-start  is  the  starting 
method  used  in  programmed-start  systems  as 
defined  in  ANSI  C82.13-2002  (incorporated 
by  reference;  see  §  430.3). 

2.7.  Rapid-start  is  the  starting  method  used  , 
in  rapid-start  type  systems  as  defined  in 
ANSI  C82. 13-2002  (incorporated  by 
reference;  see  §430.3). 

2.8.  Reference  lamp  is  a  fluorescent  lamp 
that  meets  certain  operating  conditions  as 
defined  by  ANSI  C82. 13-2002  (incorporated 
by  reference;  see  §430.3). 

2.9.  Residential  ballast  is  a  fluorescent 
lamp  ballast  designed  and  labeled  for  use  in 
residential  applications.  Residential  ballasts 
must  meet  the  technical  standards  for 
consumer  RF  lighting  devices  as  specified  in 
subpart  C  of  47  CFR  part  18. 

2.10.  RMS  is  the  root  mean  square  of  a 
varying  quantity. 

3.  Instruments 

3.1.  All  instruments  shall  be  as  specified 
by  ANSI  C82. 2-2002  (incorporated  by 
reference;  see  §430.3). 

3.2.  Power  Analyzer.  In  addition  to  the 

specifications  in  ANSI  C82. 2-2002  .  ‘ 

(incorporated  by  reference;  see  §  430.3),  the 


power  analyzer  shall  have  a  maximum  100 
pF  capacitance  to  ground  and  frequency 
response  between  40  Hz  and  1  MHz. 

3.3.  Current  Probe.  In  addition  to  the 
specifications  in  ANSI  C82. 2-2002 
(incorporated  by  reference;  see  §  430.3),  the 
current  probe  shall  be  galvanically  isolated 
and  have  frequency  response  between  40  Hz 
and  20  MHz. 

4.  Test  Setup 

4.1.  The  ballast  shall  be  connected  to  a 
main  power  source  and  to  the  fluorescent 
lamp  load  according  to  the  manufacturer’s 
wiring  instructions  and  ANSI  C82. 1-2004 
(incorporated  by  reference;  see  §430.3)  and 
C78. 81-2010  (incorporated  by  reference;  see 
§430.3). 

4.1.1.  Wire  lengths  between  the  ballast  and 
fluorescent  lamp  shall  be  the  length  provided 
by  the  ballast  manufacturer.  Wires  shall  be 
kept  loose  and  not  shortened  or  bundled. 

4. 1.1.1.  If  the  wire  lengths  supplied  with 
the  ballast  are  of  insufficient  length  to  reach 
both  ends  of  lamp,  additional  wire  may  be 
added.  The  minimal  additional  wire  length 
necessary  shall  be  added,  and  the  additional 
wire  shall  be  the  same  wire  gauge  as  the  wire 
supplied  with  the  ballast.  If  no  wiring  is 
provided  with  the  ballast,  18  gauge  or  thicker 
wire  shall  be  used.  The  wires  shall  be 
separated  from  each  other  and  ground  to  * 
prevent  parasitic  capacitance  for  all  wires 
used  in  the  apparatus,  including  those  wires 
from  the  ballast  to  the  lamps  and  from  the 
lamps  to  the  measuring  devices. 

4.1.2.  The  fluorescent  lamp  shall  meet  the 
specifications  of  a  reference  lamp  as  defined 
by  ANSI  C82. 13-2002  (incorporated  by 
reference;  see  §  430.3)  and  be  seasoned  at 
least  12  hours. 

4.2.  The  ballast  shall  be  connected  to  the 
number  of  lamps  equal  to  the  maximum 
number  of  lamps  the  ballast  is  designed  to 
operate. 

4.3.  The  ballast  shall  be  tested  with  a 
reference  lamp  of  the  nominal  wattage  listed 
in  Table  A. 

Lamp  Arc  Power 


Table  A— Lamp-and-Ballast  Pairings  &  Reference 


- r 

i 

Ballast  type  •  | 

- T 

Nominal  j 
lamp  i 
wattage  i 

1 

Lamp 

diameter  and  j 
base  ; 

! 

Reference  lamp  arc 
power 

Low 

frequency 

High 

frequency 

Ballasts  that  operate  one,  two,  three,  four,  five,  or  six  straight-shaped  lamps  (commonly 
referred  to  as  4-foot  medium  bipin  lamps)  with  medium  bipin  bases,  a  nominal  overall 
length  of  48  inches,  a  rated  wattage  of  25  W  or  more,  and  an  input  voltage  at  or  be-  i 
tween  1 20  V  and  277  V.  i 

32 

T8  MBP 

i 

30.8 

29 

i 

34 

T12MBP  ! 

32 

29.81 

Ballasts  that  operate  one,  two,  three,  four,  five,  or  six  U-shaped  lamps  (commonly  re-  i 
ferred  to  as  2-foot  U-shaped  lamps)  with  medium  bipin  bases,  a  nominal  overall 
length  between  22  and  25  inches,  a  rated  wattage  of  25  W  or  more,  and  an  input 
voltage  at  or  between  120  V  and  277  V. 

32 

i 

i  1 

! 

;  T8  MBP  1 

i 

30.8 

29 

1  34 

i  T12  MBP 

32 

29.81 

Ballasts  that  operate  one  or  two  rapid-start  lamps  (commonly  referred  to  as  8-foot  high 
output  lamps)  with  recessed  double  contact  bases,  a  nominal  overall  length  of  96 
inches  and  an  input  voltage  at  or  between  120  V  and  277  V. 

1  86 

i 

j  T8  HO  RDC 

i 

i 

N/A 

1 

1 

86 

95 

1  T12  HO  RDC 

90 

84.88 

Ballasts  that  operate  one  or  two  instant-start  lamps  (commonly  referred  to  as  8-foot 
slimline  lamps)  with  single  pin  bases,  a  nominal  overall  length  of  96  inches,  a  rated 
wattage  of  52  W  or  more,  and  an  input  voltage  at  or  between  120  V  and  277  V.  - 

59 

1 

1  T8  slimline 

SP 

60.1 

I 

57 

60 

! 

T12  slimline 
i  SP 

60.5 

i 

56.91 
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Table  A— Lamp-and-Ballast  Pairings  &  Reference  Lamp  Arc  Power— Continued 


-  - 

Ballast  type 

- 

_ 

Nominal 

lamp 

wattage 

Lamp 

diameter  and 
base 

Reference  lamp  arc 
power 

Low 

frequency 

High 

frequency 

Ballasts  that  operate  one  or  two  straight-shaped  lamps  (commonly  referred  to  as  4-foot 
miniature  bipin  standard  output  lamps)  with  miniature  bipin  bases,  a  nominal  length 
between  45  and  48  inches,  a  rated  wattage  of  26  W  or  more,  and  an  input  voltage  at 
or  between  120  V  and  277  V. 

28 

T5  SO  Mini- 
BP 

N/A 

27.8 

Ballasts  that  operate  one,  two,  three,  or  four  straight-shaped  lamps  (commonly  referred 
to  as  4-foot  miniature  bipin  high  output  lamps)  with  miniature  bipin  bases,  a  nominal 
length  between  45  and  48  inches,  a  rated  wattage  of  49  W  or  more,  and  an  input 
voltage  at  or  between  120  V  and  277  V. 

54 

T5  HO  Mini- 
BP 

N/A 

53.8 

Ballasts  that  operate  one,  two,  three,  or  four  straight-shaped  lamps  (commonly  referred 
to  as  4-foot  medium  bipin  lamps)  with  medium  bipin  bases,  a  nominal  overall  length 
of  48  inches,  a  rated  wattage  of  25  W  or  more,  an  input  voltage  at  or  between  120  V 
and  277  V,  a  power  factor  of  less  than  0.90,  and  that  are  designed  and  labeled  for 
use  in  residential  applications. 

32 

T8  MBP 

30.8 

29 

, 

34 

T12  MBP 

32 

29.81 

Ballasts  that  operate  one,  two,  three,  four,  five,  or  six  rapid-start  lamps  (commonly  re¬ 
ferred  to  as  8-foot  high  output  lamps)  with  recessed  double  contact  bases,  a  nomirial 
overall  length  of  96  inches,  an  input  voltage  at  or  between  1 20  V  and  277  V,  and  that 
operate  at  ambient  temperatures  of  20  °F  or  less  and  are  used  in  outdoor  signs. 

86 

T8  HO  RDC 

N/A 

86 

■ 

MBP,  Mini-BP,  RDC,  and  SP  represent  medium  bipin,  miniature  bipin,  recessed  double 
contact,  and  single  pin,  respectively.. 

110 

J _ 

T12  HO  RDC 

,  106 

i 

_ 

100.03 

4.4.  Power  Analyzer 

4.4.1.  The  power  analyzer  shall  have  n  + 

1  channels  where  n  is  the  number  of  lamps 
a  ballast  operates. 

4.4.2.  Lamp  Arc  Voltage.  Leads  from  the 
power  analyzer  should  attach  to  each 
fluorescent  lamp  according  to  Figure  1  for 
rapid-  and  programmed-start  ballasts,  Figure 

2  for  instant-start  ballasts  operating  single 
pin  (SP)  lamps,  and  Figure  3  for  instant-start 


ballasts  operating  medium  bipin  (MBP), 
miniature  bipin  (mini-BP),  or  recessed 
double  contact  (RDC)  lamps.  The 
programmed-  and  rapid-start  ballast  test 
setup  includes  two  1000  ohm  resistors  placed 
in  paiallel  with  the  lamp  pins  to  create  a 
midpoint  from  which  to  measure  lamp  arc 
voltage. 

4.4.3.  Lamp  Arc  Current.  A  current  probe 
shall  be  positioned  on  each  fluorescent  lamp 


according  tb'Figure  1  for  rapid-  and 
programmed-start  ballasts.  Figure  2  for 
instant-.start  ballasts  operating  SP  lamps,  and 
Figure  3  for  instant-start  ballasts  operating 
MBP,  mini-BP,  and  RDC  lamps. 

4.4. 3.1.  For  the  lamp  arc  current 
measurement,  the  full  transducer  ratio  shall 
be  set  in  tbe  power  analyzer  to  match  the 
current  probe  to  tbe  power  analyzer. 


I<  R 

F uil Transducer  Ratl«? ■  y,  _ 

y  R.  R 

‘’■In  "  ‘'b 


Where: 

lin  Current  through  tlie  current  transducer 
Vout  Voltage  out  of  the  transducer 


Rin  Power  analyzer  impedance 
Rs  Current  probe  output  impedance 
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Figure  3  Instant-Start  Ballasts  that  Operate  MBP,  mini-BP,  and  RDC  Lamps 
Instrumentation  Setup 


To  ballast  or 
adjacent  lamp 


'  Power  Analyzer  ' 

I  I 


To  ballast  or 
adjacent  lamp 


5.  Test  Conditions 

5.1.  The  test  conditions  for  testing 
fluorescent  lamp  ballasts  shall  be  done  in 
accordance  with  ANSI  C82.2— 2002 
(incorporated  by  reference:  see  §  430.3).  DOE 
further  specifies  that  the  following  revisions 
of  the  normative  references  indicated  in 
ANSI  C82. 2-2002)  should  be  used  in  place  of 
the  references  directly  specified  in  ANSI 
C82.2-2002:  ANSI  C78.81-2010 
(incorporated  by  reference;  see  §  430.3),  ANSI 
C82. 1-2004  (incorporated  by  reference;  see 
§430.3),  ANSI  C82. 3-2002  (incorporated  by 
reference:  see  §430.3),  ANSI  C82. 11-2002 
(incorporated  by  reference;  see  §  430.3),  and 
ANSI  C82. 13-2002  (incorporated  by 
reference;  see  §  430.3).  All  other  normative 
references  shall  be  as  specified  in  ANSI 

C82. 2-2002. 

5.2.  Room  Temperature  and  Air 
Circulation.  The  test  facility  shall  be  held  at 
25  ±  2°C,  with  minimal  air  movement  as 
defined  in  ANSI  C78. 375-1997  (incorporated 
by  reference:  see  §  430.3). 

5.3.  Input  Voltage  The  directions  in  ANSI 
C82. 2-2002  (incorporated  by  reference;  see 
§430.3)  section  4.1  should  be  ignored  with 
the  following  directions  for  input  voltage 
used  instead.  For  commercial  ballasts 
capable  of  operating  at  multiple  voltages,  the 
ballast  .shall  be  tested  277V  ±  0.1%.  For 
ballasts  designed  and  labeled  for  residential 
applications  and  capable  or  operating  at 
multiple  voltages,  the  ballast  shall  be  tested 
at  120V  ±  0.1%.  For  ballasts  designed  and 
labeled  as  cold-temperature  outdoor  sign 
ballasts  and  capable  of  operating  at  multiple 
voltages,  the  ballast  shall  be  tested  at  120V 
±0.1%.  Ballasts  capable  of  operating  at  only 


one  input  voltage  shall  be  tested  at  that 
specified  voltage. 

6.  Test  Method 

6.1.  Ballast  Factor 

6.1.1.  Reference  ballast  lamp  arc  power 
shall  be  measured  with  a  reference  ballast  at 
the  same  frequency  as  the  test  ballast  in 
accordance  with  ANSI  C78.375-1997 
(incorporated  by  reference;  see  §430.3),  ANSI 
C78. 8 1-2010  (incorporated  by  reference;  see 
§430.3),  and  ANSI  C82.3-2002  (incorporated 
by  reference:  see  §  430.3).  Total  reference 
ballast  lamp  arc  power  shall  be  equal  to  the 
sum  of  the  reference  ballast  lamp  arc  powers 
of  all  the  reference  lamps  used  with  the  test 
ballast.  Reference  ballast  lamp  arc  power 
shall  be  measured  once  every  24  hours. 

6. 1.1.1.  If  the  reference  ballast 
characteristics  are  not  specified  in  ANSI 
C78. 81-2010  (incorporated  by  reference;  see 
§  430.3),  then  the  reference  ballast  lamp  arc 
power  shall  be  equal  to  the  reference  lamp 
power  value  listed  in  Table  A  times  the 
maximum  number  of  lamps  the  ballast  is 
designed  to  operate.  The  reference  lamp 
power  selected  from  Table  A  should  be  at  the 
same  frequency  as  the  test  ballast. 

6.2.  Ballast  Luminous  Efficiency. 

6.2.1.  The  ballast  shall  be  connected  the 
appropriate  fluorescent  lamps  and  to 
measurement  instrumentation  as  indicated 
by  the  Test  Setup  in  section  4. 

6.2.2.  The  ballast  shall  be  operated  for  at 
least  15  minutes  but  no  longer  than  1  hour 
until  stable  operating  conditions  are  reached. 
After  this  condition  is  reached,  concunently 
measure  the  parameters  described  in  sections 
6.2.3  through  6.2.9. 

6. 2. 2.1.  Stable  operating  conditions  are 
determined  by  measuring  lamp  arc  voltage. 


current,  and  power  once  per  second  in 
accordance  with  the  setup  described  in 
section  4.  Once  the  difference  between  the 
maximum  and  minimum  values  for  lamp  arc 
voltage,  current,  and  power  do  not  exceed 
one  percent  over  a  four  minute  moving 
window,  the  system  shall  be  considered 
stable. 

6.2.3.  Lamp  Arc  Voltage.  Measure  lamp  arc 
voltage  (volts)  using  the  setup  described  in 
section  4.4.2. 

6.2.4.  Lamp  Arc  Current.  Measure  lamp  arc 
current  (amps)  using  the  setup  described  in 
section  4.4.3. 

6.2.5.  Lamp  Arc  Power.  The  power 
analyzer  shall  calculate  output  power  by 
using  the  measurements  described  in  section 
6.2.3  and  6.2.4. 

6.2.6.  Input  Power.  Measure  the  input 
power  (watts)  to  the  ballast  in  accordance 
with  ANSI  C82. 2-2002  (incorporated  by 
reference:  see  §  430.3),  section  7. 

6.2.7.  Input  Voltage.  Measure  the  input 
voltage  (volts)  (RMS)  to  the  ballast  in 
accordance  with  ANSI  C82. 2-2002 
(incorporated  by  reference;  see  §  430.3), 
section  3.2.1  and  section  4. 

6.2.8.  Input  Current.  Measure  the  input 
current  (amps)  (RMS)  to  the  ballast  in 
accordance  with  ANSI  C82. 2-2002 
(incorporated  by  reference;  see  §430.3), 
section  3.2.1  and  section  4. 

6.2.9.  Lamp  Operating  Frequency.  Measure 
the  frequency  of  the  waveform  delivered 
from  the  ballast  to  any  lamp  in  accordance 
with  the  setup  in  section  4. 

7.  Calculations 

7.1.  Calculate  ballast  factor  (BF): 


n  ^  Total  Toat  Ballast  Lamp  ArvPoww 

Ballast  Faetos  ■  . n- - 

Total  B  gfw9ac»  BaRask  Lam  Arc  Pa wof 


Where: 

Total  test  ballast  lamp  arc  power  is  the  sum 
of  the  lamp  arc  powers  for  all  lamps 
operated  by  the  ballast  as  determined  in 


accordance  with  section  6.2.5,  expressed 
in  watts,  and  total  reference  ballast  lamp 
arc  power  is  determined  in  accordance 
with  section  6.1.1,  expressed  in  watts. 


7.2.  Calculate  ballast  luminous  efficiency 
(BLE). 
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Ballftst  LvuiMHS 


Tatal  ‘Taat  PaHaat  Lamy  itog  Powgf 
BaHasC  Imnit;  Poww 


r 


Where: 

Total  Lamp  Arc  Power  is  the  sum  of  the  lamp 
arc  powers  for  all  lamps  operated  by  th6 


ballast  as  determined  by  section  6.2.5, 
ballast  input  power  is  as  determined  by 
section  6.2.6,  and  p  is  equal  to  1.0  for 


high-frequency  ballasts  and  0.9  for  low- 
frequency  ballasts.  p 

7.3.  Calculate  Power  Factor  (PF).  [ 

t 


P9wwFftcfiBr 


Ballaat  iBynt  Powot 
lB|tutVolta&»  Input  Gurrwt 


Where: 

Ballast  input  power  is  determined  in 
accordance  with  section  6.2.6,  input 
voltage  is  determined  in  accordance  with 
section  6.2.7,  and  input  current  in 
determined  in  accordance  with  section 
9.2.8. 
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DEPARTMENT  OF  ENERGY 
10  CFR  Part  431 

[Docket  No.  EERE-2010-BT-TP-0034] 

RIN  1904-AC40 

Energy  Efficiency  Program  for  Certain 
Commercial  and  Industrial  Equipment: 
Test  Procedures  for  Commercial 
Refrigeration  Equipment 

AGENCY:  Office  of  Energy  Efficiency  and 
Renewable  Energy,  Department  of 
Energy. 

ACTION:  Notice  of  proposed  rulemaking 
and  public  meeting. 

SUMMARY:  The  U.S.  Department  of 
Energy  (DOE)  proposes  amendments  to 
its  test  procedure  for  commercial 
refrigeration  equipment  (CRE).  The 
amendments  would  update  the 
referenced  industry  test  procedures  to 
the  most  current  version,  incorporate 
methods  to  evaluate  the  energy  impacts 
resulting  from  the  use  of  night  curtains 
and  lighting  occupancy  sensors,  and 
allow  testing  of  certain  commercial 
refrigerators  at  their  lowest  application 
product  temperature.  These  test 
procedures  will  apply  to  commercial 
refrigerators,  fireezers,  and  refrigerator- 
freezers,  as  defined  in  the  Energy  Policy 
and  Conservation  Act  of  1975  (EPCA), 
as  amended.  Use  of  any  amended  test 
procedures  will  be  required  on  the 
compliance  date  of  any  standards 
developed  in  the  associated  energy 
conservation  standard  rulemaking.  DOE 
will  hold  a  public  meeting  to  receive 
and  discuss  comments  on  the  proposal. 
DATES:  DOE  will  hold  a  public  meeting 
in  Washington,  DC  on  Thursday, 
January  6,  2011,  firom  9  a.m.  to  4  p.m. 


Additionally.  DOE  plans  to  conduct  the 
public  meeting  via  webinar.  DOE  will 
accept  comments,  data,  and  other 
information  regarding  this  notice  of 
proposed  rulemaking  (NOPR)  before  or 
after  the  public  meeting,  but  no  later 
than  January  24,  2011.  See  section  V, 
“Public  Participation,”  of  this  NOPR  for 
details. 

You  can  attend  the  public  meeting  via 
webinar,  and  registration  information, 
participant  instructions,  and 
information  about  the  capabilities 
available  to  webinar  participants  will  be 
published  on  the*following  Web  site: 
h  ttps://w\\^l  .gotomeeting.com/join/ 
638471849.  Participants  are  responsible 
for  ensuring  their  systems  are 
compatible  with  the  webinar  software. 

The  purpose  of  the  meeting  is  to 
receive  comments  and  to  help  DOE 
understand  potential  issues  associated 
w'ith  this  proposed  rulemaking.  DOE 
must  receive  requests  to  speak  at  the 
meeting  before  4  p.m.,  Thursday, 
December  22,  2010.  DOE  must  receive  a 
signed  original  and  an  electronic  copy 
of  statements  to  be  given  at  the  public 
meeting  before  4  p.m.,  Thursday, 
December  29,  2010. 

ADDRESSES:  The  public  meeting  will  be 
held  at  the  U.S.  Department  of  Energy, 
Forrestal  Building,  Room  lE-245,  1000 
Independence  Avenue,  SW., 
Washington,  DC  20585-012-1.  Please 
note  that  foreign  nationals  planning  to 
participate  in  the  public  meeting  are 
subject  to  advance  security  screening 
procedures  which  require  advance 
notice  of  30  days  prior  to  attendance  of 
the  public  meeting.  If  a  foreign  national 
wishes  to  participate  in  the  public 
meeting,  please  inform  DOE  of  this  fact 
as  soon  as  possible  by  contacting  Ms. 
Brenda  Edwards  at  (202)  586-2945  so 
that  the  necessary  procedures  can  be 
completed. 

Interested  parties  may  submit 
comments,  identified  by  docket  number 
EERE-2010-BT-TP-0034  or  Regulation 
Identifier  Number  (RIN)  1904-AC40,  by 
any  of  the  following  methods: 

•  Federal  eRuIemaking  Portal:  http:// 
WWW. regulations. gov.  Follow  the 
instructions  for  submitting  comments. 


•  E-mail:  CRE-2010-TP-  ; 

0034@ee.doe.gov.  Include  the  docket  1 

number  EERE-2010-BT-TP-0034  and/  I 

or  RIN  1904-AC40  in  the  subject  line  of  [ 

the  message.  i 

•  Postal  Mail:  Ms.  Brenda  Edwards,  t 

U.S.  Department  of  Energy,  Building  e 

Technologies  Program,  Mailstop  EE-2J,  [ 

1000  Independence  Avenue,  SW.,  j 

Washington,  DC  20585-0121.  Please  j 

submit  one  signed  paper  original.  | 

•  Hand  Delivery /Courier:  Ms.  Brenda  1 

Edwards,  U.S.  Department  of  Energy,  I 

Building  Technologies  Program,  6th  f 

Floor,  950  L’Enfant  Plaza,  SW.,  [ 

Washington,  DC  20024.  Telephone:  ■ 

(202)  586-2945.  Please  submit  one  [ 

signed  paper  original.  f 

Written  comments  regarding  the  f 

burden-hour  estimates  or  other  aspects  I 

of  the  collection-of-information  i 

requirements  contained  in  this  proposed 
rule  may  be  submitted  to  Office  of 
Energy  Efficiency  and  Renewable 
Energy  through  the  methods  listed  | 

above  and  by  e-mail  to 

Christine _j._Kymn@omh.eop.gov.  j 

Instructions:  All  submissions  must 
include  the  docket  number  or  RIN  for 
this  rulemaking.  For  detailed  : 

instructions  on  submitting  comments  : 

and  additional  information  on  the  ' 

rulemaking  process,  see  section  V, 

“Public  Participation,”  of  this  document. 

Docket:  For  access  to  the  docket  to  I 

read  background  documents  or  i 

comments  received,  visit  the  U.S.  i 

Department  of  Energy,  6th  Floor,  950  i 

L’Enfant  Plaza,  SW.,  Washington,  DC 
20024,  (202)  586-2945,  between  9  a.m.  i 

and  4  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  Please  call  Ms. 
Brenda  Edwards  at  (202)  586-2945  for  f 

additional  information  regarding 
visiting  the  Resource  Room. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr.  | 

Charles  Llonza,  U.S.  Department  of  j 

Energy,  Office  of  Energy  Efficiency  and  ! 

Renewable  Energy,  Building  ■ 

Technologies,  EE-2J,  1000  | 

Independence  Avenue,  SW.,  * 
Washington,  DC  20585-0121.  I 

Telephone:  (202)  586-2192,  '  j 

Charles_Llenza@ee.doe.gov.  In  the  j 

Office  of  General  Council  contact  Mr.  * 
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Michael  Kido,  U.S.  Department  of 
Energy,  Office  of  General  Counsel, 

GC-7i,  1000  Independence  Avenue, 

SW.,  Washington,  DC  20585-0121,  (202) 
586-8145,  Michael.Kido@hq.doe.gov;  or 
Ms.  Elizabeth  Kohl,  U.S.  Department  of 
Energy,  Office  of  General  Counsel, 

GC-7i,  1000  Independence  Avenue, 

SW.,  Washington,  DC  20585-0121,  (202) 
586-7796,  Elizabeth.Kohl@hq.doe.gov. 

For  information  on  how  to  submit  or 
review  public  comments  and  on  how  to 
participate  in  the  public  meeting, 
contact  Ms.  Brenda  Edwards,  U.S. 
Department  of  Energy,  Office  of  Energy 
Efficiency  and  Renewable  Energy, 
Building  Technologies  Program,  EE-2J, 
1000  Independence  Avenue,  SW., 
Washington,  DC  20585-0121. 

Telephone  (202)  586-2945.  E-mail: 
Brenda.Edwards@ee.doe.gov. 
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A.  Authority 

B.  Background 

C.  Standby  Mode  and  Off  Mode 

II.  Summary  of  the  Proposed  Rule 

III.  Discussion 

A.  Framework  Comment  Summary  and 
DOE  Responses 

1.  Coordination  With  Other  Programs 

2.  Coordination  With  the  Air-Conditioning, 
Heating  and  Refrigeration  Institute 
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•  6.  Energy  Efficiency  Features 
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Savings  Due  to  the  Use  of  Night  Curtains 
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Energy  Savings  Due  to  Use  of  Lighting 
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Application  Product-Temperature. 
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A.  Review  Under  Executive  Ordei\12866 
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Environmental  Policy  Act 
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Act 

D.  Review  Under  the  Paperwork  Reduction 
Act 

E.  Review  Under  the  Unfunded  Mandates 
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Government  Appropriations  Act,  2001 

).  Review  Under  Executive  Order  13211 

K.  Review'  Under  Executive  Order  12630 

L.  Review  Under  Section  32  of  the  Federal 
Energy  Administration  Act  of  1974 

V.  Public  Participation 

A.  Attendance  at  Public  Meeting 

B.  Procedure  for  Submitting  Requests  to 
Speak. 


G.  Conduct  of  Public  Meeting 

D.  Submission  of  Comments 

E.  Issues  on  Which  DOE  Seeks  Comment 

VI.  Approval  of  the  Office  of  the  Secretary 

I.  Authority  and  Background 

A.  Authority 

Title  III  of  EPCA  (42  U.S.C.  6291  et 
seq.)  as  amended  by  the  Energy  Policy 
Act  of  2005  (EPACT  2005)  establishes 
an  energy  conservation  program  for 
certain  commercial  and  industrial 
equipment  (42  U.S.C.  6311-6317).  EPCA 
prescribes  energy  conservation 
standards  for  certain  self-contained 
commercial  refrigerators,  freezers,  and 
refrigerator-freezers  with  solid  or 
transparent  doors  and  designed  for  a 
pull-down  or  holding  temperature 
application.  (42  U.S.C.  6313(c)(2)-(3)) 
EPCA  also  requires  DOE  to  develop 
Standards  for  ice-cream  freezers;  self- 
contained  commercial  refrigerators, 
freezers,  and  refrigerator- freezers 
without  doors;  and  remote  condensing 
commercial  refrigerators,  freezers,  and 
refrigerator- freezers.  (42  U.S.C. 
6313(c)(4)(A))  DOE  published  a  final 
rule  establishing  standards  for  these 
equipment  classes  on  January  9,  2009. 

74  FR  1091. 

Manufacturers  of  covered  equipment, 
including  commercial  refrigeration 
equipment,  must  use  prescribed  test 
procedures  to  measure  energy  efficiency 
or  use  and  certify  to  DOE  that 
equipment  complies  with  energy 
conservation  standards.  (42  U.S.C. 
6311(3)  and  (4))  The  current  test 
procedures  for  commercial  refrigeration 
equipment  appear  under  Title  10  of  the 
Code  of  Federal  Regulations  (CFR)  part 
431,  subpart  C. 

EPCA  requires  DOE  to  conduct  an 
evaluation  of  each  class  of  covered 
equipment  at  least  once  every  7  years  to 
determine  whether  to,  among  other 
things,  amend  the  test  procedures  for 
such  equipment.  Any  amended  test 
procedures  must  be  reasonably  designed 
to  produce  test  results  that  reflect 
energy  efficiency,  energy  use,  and 
estimated  operating  costs  during  a 
representative  average  use  cycle  and 
mu.st  not  be  unduly  burdensome  to 
conduct.  (42  U.S.C.  6314(a)(2)) 

In  additioni-EPCA  contains  specific 
provisions  relating  to  test  procedures  for 
commercial  refrigeration  equipment. 
Test  procedures  for  commercial 
refrigerators,  freezers,  and  refrigerator- 
freezers  must  be:  (1)  The  test  procedures 
determined  to  be  generally  accepted 
industry  testing  procedures;  or  (2)  rating 
procedures  developed  or  recognized  by 
the  American  Society  of  Heating, 
Refrigerating  and  Air-Conditioning 
Engineers  (ASHRAE)  or  by  the 
American  National  Standards  Institute 


(ANSI).  (42  U.S.C.  6314(a)(6)(A)(i)) 

EPCA  also  establishes  initial  test 
procedures  for  self-contained 
refrigerators,  freezers,  and  refrigerator- 
freezers  with  doors.  These  test 
procedures  are  the  ASHRAE  117  test 
procedures  that  went  into  effect  on 
January  1,  2005.  (42  U.S.C. 
6314(a)(6)(A)(ii)) 

If  ASHRAE  117  is  amended,  however, 
the  Secretary  must,  by  rule,  amend  the 
DOE  test  procedure  to  ensure 
consistency  with  the  amended  ASHRAE 
117  unless  certain  findings  are  made  by 
clear  and  convincing  evidence.  In 
addition,  if  a  test  procedure  other  than 
ASHRAE  117  is  approved  by  ANSI,  the 
Secretary  must  review  the  relative 
strengths  and  weaknesses  of  the  flew 
test  procedure  relative  to  the  ASHRAE 
117  test  procedure  and,  based  on  that 
review,  adopt  one  new  test  procedure 
for  use  in  the  .standards  program.  (42 
U.S.C.  6314(a)(6)(E)-(F)) 

In  2006  DOE  published  a  final  rule 
that  adopted  ANSI/ Air-Conditioning 
and  Refrigeration  Institute  (ARI) 

Standard  1200-2006  (hereafter 
referenced' as  ARI  Standard  1200—2006) 
as  the  referenced  test  procedure  for 
measuring  energy  consumption  and 
ANSI/Association  of  Home  Appliance 
Manufacturers  (AHAM)  Standard  HRF- 
1-2004  (hereafter  referred  to  as  AHAM 
HRF-1-2004)  for  measuring  refrigerated 
compartment  volume.  71  FR  71370. 
These  industry  standards  for 
commercial  refrigeration  equipment 
have  since  been  updated  from  the 
procedures  currently  referenced  in  the 
regulations.  As  .stated  previously,  EPCA 
authorizes  DOE  to  review  the  merits  of 
the  updated  industry  test  procedures.  If 
DOE  determines  that  a  test  procedure 
amendment  is  warranted,  DOE  must 
publish  proposed  test  procedures  and 
offer  the  public  an  opportunity  to 
present  oral  and  written  comments  on 
the  amendment.  (42  U.S.C.  6314(b)) 

B.  Background 

ASHRAE  Standard  117-2002, 

“Method  of  Testing  Closed 
Refrigerators,”  was  the  test  procedure  for 
commercial  refrigeration  equipment  for 
which  standards  were  specified  in 
EPACT  2005.  EPACT  2005  mandated 
use  of  the  ASHRAE  117  standard  in 
effect  on  January  1,  2005.  (42  U.S.C. 
6314(a)(6)(A)(ii))  Subsequently, 

ASHRAE  amended  this  test  procedure 
and  adopted  ASHRAE  Standard  72- 
'2005,  “Method  of  Testing  Commercial 
Refrigerators  and  Freezers,”  which  was 
approved  by  ANSI  on  July  29,  2005. 

DOE  reviewed  ASHRAE  Standard  72- 

2005.  as  well  as  ARI  Standard  1200- 

2006,  which  was  approved  by  ANSI  on 
August  28,  2006.  (42  U.S.C. 
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6314(aK6)(E)-(F))  DOE  determined  that 
ARI  Standard  1200-2006  includes  the 
test  procedures  in  ASHR.\E  Standard 
72-2005  as  well  as  the  rating 
temperatures  prescribed  in  EPACT 
2005.  As  a  result,  DOE  published  a  final 
rule  on  December  8,  2006  in  which  it 
adopted  ARI  Standard  1200-2006, 
“Performance  Rating  of  Commercial 
Refrigerated  Display  Merchandisers  and 
Storage  Cabinets,”  as  the  DOE  test 
procedure  for  commercial  refrigeration 
equipment.  71  FR  71370;  10  CFR 
431.63-431.64.  ARI  Standard  1200- 
2006  contains  rating  temperature 
specifications  of  38  degrees  Fahrenheit 
(°F)  (±2  °F)  for  commercial  refrigerators 
and  refrigerator  compartments,  0  °F  (±2 
°F)  for  commercial  freezers  and  freezer 
compartments,  and  —  5  °F  (±2  °F)  for 
commercial  ice-cream  freezers.  In  the 
test  procedure  final  rule,  DOE  adopted 
a  — 15  °F  (±2  °F)  rating  temperature  for 
commercial  ice-cream  freezers,  rather 
than  the  —  5  °F  (±2  °F)  prescribed  in  the 
ARI  Standard  1200-2006.  During  the 
2006  test  procedure  rulemaking,  DOE 
determined  that  testing  at  a  - 15  °F  (±2 
°F)  rating  temperature  was  more 
representative  of  the  actual  energy 
consumption  of  commercial  freezers 
specifically  designed  for  ice  cream 
application.  71  FR  71357.  In  addition, 
DOE  adopted  AHAM  Standard  HRF-1- 
2004,  “Energy,  Performance  and 
Capacity  of  Household  Refrigerators, 
Refrigerator-Freezers  and  Freezers,”  for 
measuring  compartment  volumes  for 
equipment  covered  under  this  rule.  71 
FR  71370  (Dec.  8,  2006). 

Since  the  publication  of  the  final  rule, 
ARI  has  merged  with  the  Gas  Appliance 
Manufacturers  Association  (GAMA)  to 
form  the  Air-Conditioning,  Heating  and 
Refrigeration  Institute  (AHRI)  and 
updated  its  test  procedure,  the  most 
recent  version  of  which  is  AHRI 
Standard  1200-2010.  AHRI  Standard 
1200-2010  includes  changes  to  the 
equipment  class  nomenclature  used  in 
the  test  procedure,  the  method  of 
normalizing  equipment  energy 
consumption,  the  ice-cream  freezer  test 
temperature,  and  other  minor 
differences.  These  changes  aligned  the 
AHRI  test  procedure  with  the 
nomenclature  and  methodology  used  in 
doe’s  2009  standards  rulemaking  on 
commercial  refrigeration  equipment. 
DOE  proposes  to  reference  AHRI  1200- 
2010,  the  test  procedure  currently  used 
in  industry. 

Similarly,  AHAM  has  updated 
Standard  HRF-1-2004  to  the  most 
recent  version,  AHAM  HRF-1-2008. 
The  changes  to  this  standard  are  mostly 
editorial  and  involved  reorganizing 
some  of  the  sections  for  simplicity  and 
usability.  As  part  of  the  reorganization. 


the  HRF-1-2004  section  numbers  that 
are  referenced  within  the  DOE  test 
procedure  were  updated  to  the  structure 
in  HRF-1-2008.  However,  the  content 
of  those  sections  was  not  substantially 
changed.  The  newly  updated  AHRI 
Standard  1200-2010  references  the  most 
recent  version  of  the  AHAM  standard, 
AHAM  HRF-1-2008.  As  such,  DOE 
proposes  to  update  the  referenced  test 
procedure  to  adopt  AHAM  HRF-1-2008 
as  the  prescribed  method  for 
determining  refrigerated  compartment 
volume. 

DOE  also  proposes  changes  to  the  test 
procedure  to  better,  address  certain 
energy  efficiency  features  for  which  the 
current  test  procedure  cannot  account. 
During  the  2009  energy  conservation 
standards  rulemaking,  DOE  screened 
out  several  energy  efficiency 
technologies  because  their  effects  were 
not  captured  by  the  current  test 
procedure.  72  FR  41162,  41179-80  (July 
26,  2007).  DOE  proposes  modifications 
to  its  test  procedure  to  better  address 
some  of  these  technologies.  Specific 
changes  include  provisions  for 
measuring  the  impact  of  night  curtains 
and  lighting  occupancy  sensors  and 
controls. 

On  May  18,  2010,  DOE  held  a  public 
meeting  (the  May  2010  Framework 
public  meeting)  to  discuss  the 
rulemaking  framework  for  the 
concurrent  commercial  refrigeration 
equipment  (CRE)  energy  conservation 
standard  (docket  number  EERE-2010- 
BT-STD-0003).  During  this  May  2010 
Framework  public  meeting,  DOE 
received  comments  from  several 
interested  parties  that  additional  rating 
temperatures  should  be  considered  in 
the  test  procedure.  Some  equipment  is 
designed  for  storing  goods  such  as  wine, 
candy,  and  flowers  at  temperatures  that 
are  held  constant,  but  are  higher  than 
the  temperatures  typically  used  in 
commercial  refrigerators.  The 
commenters  stated  that  some  covered 
refrigeration  equipment  designed  for 
operation  at  higher  temperatures  is  not 
able  to  be  tested  at  the  prescribed  38  °F, 
and  they  suggested  that  DOE  consider 
this  in  the  test  procedures  and  standards 
rulemakings.  Consequently,  DOE 
proposes  provisions  for  testing 
commercial  refrigeration  equipment  that 
is  designed  to  operate  at  temperatures 
higher  than  38  °F  at  the  lowest  possible 
application  product  temperature. 

C.  Standby  Mode  and  Off  Mode 
The  Energy  Independence  and 
Security  Act  of  2007  (EISA  2007;  Pub. 

L.  110-140)  amended  EPCA  to  require 
DOE,  for  each  covered  product  for 
which  current  test  procedures  do  not 
account  for  standby  and  off  mode 


energy  consumption,  to  modify  the  test 
procedures  to  integrate  such  energy 
consumption  into  the  energy 
descriptor(s)  for  that  product,  if 
technically  feasible.  Otherwise,  DOE 
must  prescribe  a  separate  standby  and 
off  mode  energy  use  test  procedure,  if 
technically  feasible.  (42  U.S.C. 
6295(gg)(2)(A))  EISA  2007  also  requires 
any  final  rule  to  establish  or  revise  a 
standard  for  a  covered  product,  adopted 
after  July  1,  2010,  to  incorporate  standby 
mode  and  off  mode  energy  use  into  a 
single  amended  or  new  standard,  if 
feasible.  (42  U.S.C.  6295(gg)(3)(A))  DOE 
currently  believes  that  the  “off  mode” 
and  “standby  mode”  conditions  of 
operation  do  not  apply  to  the  equipment 
covered  by  this  rulemaking  because  the 
provision  within  EISA  which  stipulates 
that  off  mode  and  standby  mode  energy 
usage  must  be  quantified  only  appears 
in  relation  to  consumer  products  and  is 
not  required  for  commercial  equipment. 
Additionally,  commercial  refrigeration 
equipment,  whether  in  retail, 
foodservice,  or  other  applications, 
operates  24  hours  a  day,  7  days  a  week 
to  maintain  product  at  the  necessary 
temperature  for  safe  storage  or  retailing. 
Therefore,  standby  and  off  modes  will 
not  be  considered  for  commercial 
refrigeration  equipment. 

n.  Summary  of  the  Proposed  Rule 

DOE  is  considering  modifications  to 
its  test  procedure  to  incorporate  the 
current  industry-accepted  test 
procedures,  address  certain  energy 
efficiency  features  that  currently  are  not 
accounted  for  in  the  test  procedure 
(light  occupancy  sensors  and  night 
curtains),  and  allow  testing  of 
commercial  refrigeration  equipment  that 
cannot  be  tested  at  one  of  the  three 
currently  specified  product  test 
temperatures. 

EPCA  prescribes  that  if  any 
rulemaking  amends  a  test  procedure, 
DOE  must  determine  “to  what  extent,  if 
any,  the  proposed  test  procedure  would 
alter  the  measured  energy  efficiency 
*  *  *  of  any  covered  product  as 
determined  under  the  existing  test 
procedure.”  (42  U.S.C.  6293(e)(1); 
6314(aJ(6))  Further,  if  DOE  determines 
that  the  amended  test  procedure  would 
alter  the  measured  efficiency  of  a 
covered  product,  DOE  must  amend  the 
applicable  energy  conservation  standard 
accordingly.  (42  U.S.C.  6293(e)(2); 
6314(a)(6))  DOE  recognizes  that  the 
proposed  test  procedure  amendments 
would  affect  the  measured  energy  use  of 
commercial  refrigeration  equipment. 
DOE  is  considering  amending  the 
standards  currently  in  effect  for 
commercial  refrigeration  equipment  in  a 
concurrent  rulemaking.  DOE  will 
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consider  these  proposed  test  procedure 
amendments  as  any  final  energy 
conservation  standards  are  developed. 

DOE  also  proposes  to  require  use  of 
any  amended  test  procedures  to  be 
consistent  with  the  compliance  date  of 
any  revised  energy  conservation 
standards.  DOE  would  add  language  to 
any  final  test  procedure  amendments  to 
the  effect  that  the  amendments  need  not 
be  performed  at  that  time  to  determine 
compliance  with  the  current  energy 
conservation  standards.  Ihstead, 
manufacturers  would  be  required  to  use 
the  amended  test  procedures  to 
demonstrate  compliance  with  DOE’s 
energy  conservation  standards  on  the 
compliance  date  of  any  final  rule 
establishing  amended  energy 
conservation  standards  for  commercial 
refrigeration  equipment. 

Further  clarification  would  also  be 
provided  that,  as  of  360  days  after 
publication  of  any  test  procedure  final 
rule,  representations  as  to  the  energy 
consumption  of  any  covered  products 
would  need  to  be  based  on  results 
generated  using  the  amended  test 
procedure.  (42  U.S.C.  6314(d)) 

III.  Discussion 

As  part  of  the  current  rulemaking  on 
the  energy  conservation  standard  for 
commercial  refrigeration  equipment, 
DOE  held  a  public  meeting  on  May  18, 
2010  to  present  its  framework  document 
[http:/ /mvwl  .eere.energy.gov/buildings/ 
appIiance_standards/commerciaI/pdfs/ 
cre_framework_04-30-10.pdf  and  to 
receive  comments  from  interested 
parties.  DOE  considered  the  comments 
received  as  a  result  of  the  framework 
document  public  meeting  and 
incorporated  recommendations,  where 
appropriate,  that  applied  to  the  test 
procedure. 

In  Section  0,  DOE  provides  responses 
to  comments  in  the  following  subject 
areas: 

1.  Coordination  With  Other  Programs; 

2.  Coordination  with  AHRI; 

3.  Burden  of  Testing; 

4.  Transient  Testing, 

5.  Rating  Temperatures;  and 

6.  Energy  Efficiency  Features.. 

Section  III.B  provides  a  summary  of 

the  proposed  revisions  to  the  test 
procedure  at  10  CFR  part  431,  subpart 
C,  “Uniform  test  method  for  measuring 
the  energy  consumption  of  commercial 
refrigerators,  freezers,  and  refrigerator- 
freezers.”  These  proposed  revisions 
include; 

1.  Update  References  to  Industry  Test 
Procedures  to  Most  Current  Version; 

2.  Include  Method  for  Determining 
Energy  Savings  Due  to  the  Use  of  Night 
Curtains  on  Open  Cases; 


3.  Include  Calculation  for 
Determining  Energy  Savings  Due  to  Use 
of  Lighting  Occupancy  Sensors  or 
Controls; 

4.  Include  Provision  for  Testing  at 
Lowest  Application  Product 
Temperature. 

Comments  relevant  to  these  subject 
areas  are  also  addressed  in  section  III.B. 

A.  Framework  Comment  Summary^  and 
DOE  Responses 

1.  Coordination  With  Other  Programs 

During  the  Framework  public 
meeting,  DOE  received  several 
comments  regarding  the  potential 
overlap  between  testing  performed  for 
the  purposes  of  compliance  with  DOE 
standards  and  testing  performed  for 
certification  for  voluntary  energy 
efficiency  programs.  Continental  stated 
that  testing  requirements  should  be 
unified  between  ENERGY  STAR®  and 
DOE  standards.  (Continental,  No. 

1.2.006  at  p.  190  ^)  Continental  also 
stated  that  a  common  database  of 
certified  equipment  should  be  shared 
between  DOE  and  the  U.S. 
Environmental  Protection  Agency 
ENERGY  STAR  program.  (Continental, 
No.  1.2.006  at  pp.  190-191) 

The  use  of  common  test  procedures, 
reporting,  and  test  data  repository 
pertains  to  many  commercial  and 
residential  products,  including 
commercial  refrigeration  equipment. 
ENERGY  STAR  currently  requires 
testing  according  to  ASHRAE  Standard 
72-2005.  ASHRAE  Standard  72-2005  is 
referenced  as  the  method  of  test  in  ARI 
Standard  1200-2006,  DOE’s  current 
referenced  test  procedure,  as  well  as 
AHRI  Standard  1200-2010,  which  DOE 
proposes  to  incorporate  by  reference  in 
today’s  test  procedure.  As  a  result,  DOE 
believes  that  testing  according  to  ARI 
standard  1200-2006  or  1200-2010 
would  be  sufficient  for  purposes  of 
ENERGY  STAR  certification. 

DOE  acknowledges  that 
manufacturers  may  have  to  submit 
separate  reports  for  showing  compliance 
with  ENERGY  STAR  and  DOE  energy 
conservation  standards.  Reporting 
requirements  for  the  purposes  of 
certification  .and  compliance  with  DOE 


’  In  the  following  discussion,  comments  will  be 
presented  along  with  a  notation  in  the  form 
“Continental,  No.  1.2.006  at  p.  190.”  which 
identifies  a  written  comment  DOE  received  and 
included  in  the  docket  of  this  rulemaking.  DOE 
refers  to  comments  based  on  when  the  comment 
was  submitted  in  the  rulemaking  process.  Section 
1.1. XXX  refers  to  Federal  Register  documents, 
section  1.2. XXX  refers  public  meeting  support 
documents,  and  1.3. XXX  refers  to  comments 
submitted  by  interested  parties.  This  particular 
notation  refers  to  a  comment  (1)  By  Continental.  (2) 
in  document  number  6  in  the  public  meeting 
support  materials,  and  (3)  appearing  on  page  190. 


energy  conservation  standards  are 
currently  being  addressed  under  a 
separate  rulemaking  (docket  number 
EERE-2010-BT-STD-0003).  DOE 
believes  that  further  analysis  or  effort  to 
coordinate  a  common  database  or  other 
aspects  with  the  ENERGY  STAR 
program  pertain  to  many  covered 
products,  both  commercial  and 
residential,  and  should  be  addressed  in 
the  context  of  that  rulemaking  rather 
than  this  test  procedure  rulemaking. 

2.  Goordination  with  the  Air- 
Conditioning,  Heating  and  Refrigeration 
Institute 

Many  interested  parties  provided  DOE 
with  comments  regarding  coordination 
between  DOE  and  AHRI  in  the 
development  of  test  procedures.  AHRI 
reminded  stakeholders  that  AHRI 
Standard  1200,  which  is  referenced  in 
the  DOE  test  procedure,  is  under 
constant  review,  and  invited  interested 
parties,  including  DOE,  to  participate  in 
this  review.  (AHRI,  No.  1.2.006  at  p.  71, 
No.  1.3.008  at  p.  3)  AHRI  also  expressed 
support  for  DOE’s  plan  to  adopt  the 
2008  version  of  AHRI  Standard  1200. 
(AHRI,  No.  1.3.008  at  p.  3)  Similarly. 
DOE  was  encouraged  to  participate  in 
the  ASHRAE  and  AHRI  standards 
revision  proces.ses  to  ensure  continuity 
between  Federal  and  industry 
standards.  (True,  No.  1.2.006  at  p.  72j 
California  Codes  and  Standards  likewise 
agreed  that  DOE  should  coordinate  with 
AHRI  to  update  AHRI  Standard  1200. 
(California  Codes  and  Standards,  No. 
1.3.005  at  pp.  2-3)  A  joint  comment 
submitted  by  the  Northwest  Energy 
Efficiency  Alliance  and  the  Northwest 
Power  and  Conservation  Council 
(Northwest  Joint  Comment)  agreed  with 
the  use  of  AHRI  Standard  1200  as  the 
basis  for  testing,  but  urged  DOE  to  begin 
updating  its  own  test  procedure  in 
parallel  with  its  efforts  to  clarify 
equipment  classes  (Adjuvant 
Consulting,  No.  1.3.003  at  p.  3)  Further, 
the  Northwest  Joint  Comment  stated 
that  AHRI  Standard  1200  will  need 
updating  for  this  rulemaking  because  it 
excludes  some  equipment  classes,  may 
not  have  universally  applicable  te.st 
conditions,  and  is  unable  to  quantify^  the 
effects  of  some  technology  options.  The 
Northwest  Joint  Comment  also  stated 
that  AHRI  Standard  1200  should  be 
modified  to  capture  the  impacts  of  all 
technologies  considered  by  DOE  in  the 
rulemaking  and  appropriate  operating 
regimes.  (Adjuvant  Consulting,  No. 
1.3.003  at  pp.  2-3) 

During  tne  development  of  these 
proposed  test  procedures  amendments. 
DOE  closely  followed  the  activities  of 
engineering  committees  that  oversee 
AHRI  Standard  1200  and  ASHRAE 
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Standard  72  and  will  continue  to  stay 
abreast  of  AHRI  and  ASHRAE  efforts  to 
revise  and  update  their  respective  test 
procedures  and  standards.  In  the 
interest  of  coordinating  with  AHRI,  DOE 
proposes  to  update  the  references  in  the 
DOE  test  procedure  to  the  most  recent 
version  of  AHRI  Standard  1200,  AHRI 
Standard  1200-2010.  DOE  also  proposes 
to  amend  aspects  of  this  testing  protocol 
as  part  of  the  DOE  procedure  to  capture 
the  performance  of  certain  energy 
efficiency  features,  as  described  in 
section  III.B.  Regarding  equipment 
classes  that  may  be  excluded  from  AHRI 
Standard  1200,  DOE  believes  that  all 
equipment  classes  for  which  DOE 
intends  to  set  standards  are  able  to  be 
tested  using  AHRI  Standard  1200-2010. 
Also,  DOE  believes  the  test  conditions 
currently  prescribed  in  AHRI  Standard 
1200-2010  are  applicable  to  all 
commercial  refrigeration  equipment 
covered  under  this  rulemaking  with  the 
exception  of  equipment  that  cannot  be 
tested  at  the  38  °F  integrated  average 
product  temperature,  see  further 
discussion  in  sections  III.A-5  and  III.B. 4. 

3.  Burden  of  Testing 

During  the  Framework  public 
meeting,  and  in  written  comments, 
several  interested  parties  expressed 
concern  regarding  the  burden  of  testing. 
MaSter-Bilt  stated  that  transitioning  to  a 
system  of  third-party  testing  would 
more  than  double  its  testing  costs. 
(Master-Bilt,  No.  1.2.006  at  p.  200)  Zero 
Zone  commented  that  changes  to  the 
test  procedure  would  make  existing  test 
data  invalid,  would  possibly  require 
multiple  tests  at  different 
configurations,  and  would  increase 
costs.  (Zero  Zone,  No.  1.3.007  at  p.  1) 
True  expressed  a  concern  that  there  is 
a  learning  curve  associated  with  how  to 
test  equipment  at  standard  conditions 
(True,  No.  1.2.006  at  pp.  133-134)  and 
that  introducing  additional  test 
conditions  would  significantly  increase 
the  cost  and  burden  of  testing.  (True, 
No.  1.2.006  at  pp.  131-132) 

DOE  understands  that  amending  test 
procedures  or  including  additional 
provisions  in  those  test  procedures 
could  increase  the  burden  on 
manufacturers  to  quantify  the 
performance  of  their  equipment.  EPCA 
requires  that  the  test  procedures 
promulgated  by  DOE  be  reasonably 
designed  to  produce  test  results  that 
reflect  energy  efficiency,  energy  use, 
and  estimated  operating  costs  of  the 
covered  equipment  during  a 
representative  average  use  cycle.  It  also 
requires  that  the  test  procedure  not  be 
unduly  burdensome  to  conduct.  (42 
U.S.C.  6314(a)(2)) 


DOE  has  analyzed  the  expected 
incremental  cost  of  the  proposed  test 
procedure  changes  and  its  impact  on 
manufacturers.  The  proposed  changes  to 
the  test  procedure  consist  of:  Updating 
the  referenced  industry  test  procedures 
to  the  most  current  versions;  testing 
requirements  for  units  sold  with  night 
curtains  and  lighting  occupancy  sensors 
or  controls  installed;  and  provisions  for 
testing  units  that  cannot  operate  at  the 
specified  38  °F  integrated  average 
product  temperature. 

All  commercial  refrigeration 
equipment  for  which  standards  were  set 
in  EPACT  2005  are  currently  required  to 
be  tested  using  the  DOE  test  procedure 
to  show  compliance  with  the  EPACT 
2005  standard  levels.  Equipment  for 
which  standards  were  set  in  the  2009 
final  rule  will  similarly  be  required  to 
test  units  using  the  DOE  test  procedure 
to  show  compliance  with  the  2009 
standards  levels  beginning  January  1, 
2012.  The  current  DOE  test  procedure 
references  AHRI  Standard  1200-2006 
and  AHAM  HRF-1-2004.  This  test 
procedure  consists  of  one  24-hour  test  at 
standard  rating  conditions  to  determine 
daily  energy  consumption. 

The  updated  versions  of  AHRI 
Standard  1200-2010  and  AHAM  HRF- 
1-2008  do  not  vary  substantially  from 
the  previously  referenced  versions. 
Aligning  the  DOE  test  procedure  with 
the  most  recent  industry  test  procedures 
currently  in  use — AHRI  standard  1200-r 
2010  and  AHAM  HRF-1-2008— will 
simplify  testing  requirements  and 
reduce  the  burden  of  testing  for  both 
small  and  large  manufacturers. 

For  equipment  that  could  be  sold  with 
night  curtains  installed,  the  current  test 
procedure  requires  one  24-hour  test 
without  the  night  curtain  installed.  To 
minimize  the  additional  burden  of  test 
on  manufacturers,  under  the  proposed 
revisions,  if  a  unit  is  tested  and  shows 
compliance  with  the  relevant  energy 
conservation  standard  without  night 
curtains  installed,  that  unit  can  also  be 
sold  with  night  curtains  installed 
without  additional  testing.  In  addition, 
if  a  manufacturer  chose  to  sell  cases 
only  with  night  curtains  installed,  only 
one  24-hour  test  would  be  required.  If, 
however,  a  piece  of  equipment  does  not 
meet  DOE’s  energy  conservation 
standards  without  night  curtains  • 
installed,  DOE  propo.ses  to  allow  the 
unit  to  be  tested  a  second  time  with 
night  curtains  installed.  In  this  instance, 
assuming  the  energy  conservation 
standard  is  met,  the  case  would  also  be 
required  to  be  sold  with  night  curtains 
installed.  This  would  require  an 
increased  burden  of  test  on  only  those 
units  that  cannot  show  compliance  with 
DOE  energy  conservation  standards 


without  night  curtains  installed.  As 
DOE  proposes  to  incorporate  provisions  ^ 
for  testing  a  unit  with  night  curtains 
installed  into  the  same  24-hour  test,  the  ' 
burden  of  conducting  the  test  with  and  i 
without  night  curtains  is  approximately  | 
the  same. 

For  units  sold  with  lighting 
occupancy  sensors  and  scheduled  i 

controls  installed,  no  additional  testing  [ 
or  measurements  will  be  required.  I 

Manufacturers  will  use  a  calculation  I 

method  to  determine  the  energy  savings 
due  to  lighting  occupancy  sensors  and  : 
scheduled  controls.  DOE  believes  that  | 

additional  calculations  will  only  require  | 
a  few  additional  minutes  of  testing  time,  ! 
which  represents  approximately  a  25-  }  : 

percent  increase  in  the  calculation 
intensity  of  the  test.  When  compared  to 
the  physical  testing  segment  of  the 
procedure,  which  takes,  a  minimum  of 
24  hours,  the  additional  calculations 
required  by  the  lighting  occupancy 
sensor  and  scheduled  control 
requirements  would  increase  the  total  r 

burden  of  the  test  by  less  than  an  i: 

estimated  0.01  percent.  In  addition,  this 
additional  burden  would  be  required  ' 

only  for  units  that  cannot  comply  with  t 
the  energy  conservation  standard  with 
lighting  occupancy  sensors  or  controls 
installed.  Thus,  DOE  believes  that  the 
proposed  additional  calculations  for  i 

lighting  occupancy  sensors  and  controls 
would  not  significantly  increase  the 
burden  of  test  for  manufacturers  of 
covered  products.  ( 

For  equipment  that  cannot  be  tested  at 
the  38  °F  integrated  average  product 
temperature,  manufacturers  are 
currently  required  to  test  the  unit  using 
AHRI  Standard  1200  at  the  38  °F  test 
temperature.  Under  the  proposed 
revisions,  these  manufacturers  would  be  ' 
allowed  to  test  units  that  cannot  meet  ■ 

the  38  °F  test  temperature  to  be  tested 
at  the  lowest  application  product 
temperature,  with  the  only  difference 
being  the  integrated  average  product 
temperature.  Since  the  same  test  is  f 

being  performed  in  both  cases,  DOE  : 

believes  that  this  will  not  increase  the  ' 

burden  of  test  for  those  manufacturers  5 
and  is  likely  to  lead  to  more 
representative  energy  consumption 
values.  DOE  notes  that  AHRI  Standard 
1200— 2010  test  is  often  already 
performed  by  a  manufacturer  for  j 

participation  in  voluntary  programs, 
independent  collection  of  energy  ■ 

consumption  information,  or  other  | 

reasons. 

The  proposed  changes  to  the  test  ■ 

procedure  for  commercial  refrigeration  , 

equipment  were  chosen  to  help  | 

minimize  the  impact  of  additional  i 

testing  while  updating  industry 
standards  to  reflect  the  most  current 
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versions,  capture  new  energy  efficiency 
technologies,  and  provide  more  accurate 
test  procedures  for  equipment  that 
cannot  be  tested  at  the  currently 
pres(:ribed  integrated  average  product 
temperature.  For  the  reasons  stated 
above,  DOE  believes  that  the  proposed 
lest  procedures  would  not  be  unduly 
burdensome  to  conduct. 

For  further  discussioji  of  the 
economic  impact  of  additional  testing 
on  the  small  CRE  manufacturers,  as  the 
entities  that  would  be  the  most 
impacted  from  additional  testing 
requirements,  please  see  section  IV. C  of 
today’s  NOPR. 

DOE  requests  comment  on  its 
conclusion  that  the  proposed  test 
procedure  changes  would  not  be  unduly 
burdensome  to  conduct. 

4.  Testing  of  Transient  Technologies 
and  at  Variable  Refrigeration  Load 

During  the  Framework  public  meeting 
and  comment  period,  several  interested 
parties  commented  on  incorporating 
provisions  into  the  test  procedure  to 
capture  the  effects  of  features  that 
operate  to  reduce  energy  consumption 
at  variable  refrigeration  load  or  at 
variable  time  periods.  California  Codes 
and  Standards  stated  that  ASHRAE 
Standard  72  is  only  a  steady-state  test,  ' 
and  that  the  test  would  not  capture  a 
number  of  transient  measures  that  may 
produce  significant  energy  savings  in 
the  field.  (California  Codes  and 
Standards,  No.  1.2.006  at  p.  13)  The 
American  Council  for  an  Energy- 
Efficient  Economy  (ACEEE)  emphasized 
that  it  believes  that  a  single  metric  is  not 
adequate  to  describe  CRE  operation  and 
that  DOE  should  at  least  look  at  part¬ 
load  and  full-load  metrics.  (ACEEE,  No. 
1.2.006  at  pp.  69-70)  California  Codes 
and  Standards  also  ’stated  that  test 
methods  should  be  developed  for  the 
purpose  of  measuring  the  maximum 
possible  energy  savings,  and  that  this 
should  include  a  part-load  test. 
(California  Codes  and  Standards,  No. 
1.3.005  at  p.  1) 

DOE  finds  that  there  are  two  types  of 
transient  technologies:  Those  that 
operate  as  a  function  of  variable  ambient 
conditions  and  those  that  operate  at 
variable  times  to  reduce  refrigeration 
load.  DOE  discussed  the  technologies 
that  operate  at  variable  times  (night 
curtains  and  occupancy  sensors)  in 
section  A. 3  above;  a  discussion  of  the 
technologies  that  operate  as  a  function, 
of  variable  ambient  conditions  is 
provided  below. 

Technologies  that  operate  as  a 
function  of  variable  ambient  conditions 
can  reduce  annual  energy  consumption 
of  commercial  refrigeration  equipment 
by  adapting  to  changes  in  refrigeration 


load  that  result  from  changes  in  ambient 
conditions.  These  variable  load,  or  part¬ 
load,  technologies  include  higher 
efficiency  expansion  valves,  condenser 
fan  motor  controllers,  and  anti-sweat 
heater  controllers.  ASHRAE  Standard 
72-2005  calls  for  testing  at  a  single 
ambient  temperature  and  relative 
humidity,  so  technologies  that  are 
designed  to  reduce  energy  use  under 
variable  ambient  conditions  will  not 
affect  the  measured  combined  daily 
energy  consumption  (CDEC)  per  the 
existing  test  procedure. 

An  independent  test  to  quantify  the 
performance  of  technologies  that 
decrease  energy  use  at  variable 
refrigeration  load  would  most  likely 
involve  testing  a  unit  at  different 
ambient  conditions,  including  lower 
temperatures  and  humidities.  However, 
section  342  of  EPCA  requires  that  test 
procedures  “shall  be  reasonably 
designed  to  produce  t^st  results  which 
reflect  energy  efficiency,  energy  use, 
and  estimated  operating  costs  of  a  type 
of  industrial  equipment  (or  class 
thereof)  during  a  representative  average 
cycle  of  use  (as  determined  by  the 
Secretary),  and  shall  not  be  unduly 
burdensome  to  conduct.”  (42  U.S.C. 
6314(2)) 

It  is  DOE’S  understanding  that,  ■ 
although  ASHRAE  Standard  72-2005  is 
a  steady-state  test,  some  variation  in 
refrigeration  load  is  experienced  in 
display  cases  with  doors  as  part  of  the 
door  opening  requirement  included  in 
that  test.  When  the  doors  are  opened, 
the  refrigeration  load  increases  because 
warm  ambient  air  has  entered  the  case. 

If  the  equipment  being  tested  has  more 
efficient  operation  at  variable 
refrigeration  load,  the  case  will  use  less 
energy  overall.  In  this  way,  the  effects 
of  variable  load,  or  part-load,  features 
are  already  captured  to  some  degree  in 
the  current  test  procedure  for 
commercial  refrigeration  equipment 
with  doors.  Similarly,  if  the  test 
procedure  is  altered  to  capture 
decreased  energy  consumption  as  a 
result  of  night  curtain  use,  the  efficacy 
of  many  part-load  technologies  in  open 
cases  will  also  be  captured. 

Further,  additional  independent  or 
explicit  part-load  testing  will  result  in 
increased  cost  and  burden  for 
manufacturers  of  covered  products. 
During  the  May  2010  Framework  public 
meeting.  True  expressed  a  concern  that 
there  is  a  learning  curve  associated  with 
how  to  test  equipment  at  standard 
conditions  (True,  No.  1.2.006  at  pp. 
133-134)  and  that  introducing 
additional  test  conditions  would 
significantly  increase  the  cost  and 
burden  of  testing.  (True,  No.  1.2.006  at 
pp.  131-132)  From  conversations  with 


manufacturers,  DOE  estimates  that  part¬ 
load  testing  at  additional  rating 
conditions  could  more  than  double  the 
cost  and  burden  of  testing  for  all 
commercial  refrigeration  equipment. 

DOE  believes  that  explicit  testing  at 
multiple  sets  of  conditions  is  not 
justified  because  of  this  increased  * 
burden.  Thus,  the  DOE  test  procedure 
will  continue  to  rely  on  one  standard 
rating  condition,  relying  on  the  transient 
effects  inherent  in  the  proposed  test 
procedure  to  capture  part-load 
performance. 

5.  Rating  Temperatures 

During  the  Framework  public 
meeting.  True  stated  that  the  current 
standard  only  directly  addresses  a 
standard  ambient  test  condition  of  75  °F 
and  55  percent  relative  humidity,  but 
that  the  Food  and  Drug  Administration 
and  NSF  standards  also  include  an  80 
°F  ambient  condition.  (NSF 
International  was  founded  in  1944  as 
the  National  Sanitation  Foundation;  the 
organization’s  name  is  now  simply 
NSF.)  True  also  stated  that  higher  real- 
world  operating  temperatures  will 
impact  the  energy  use  of  commercial 
refrigeration  equipment  in  some 
applications.  (True,  No.  1.2.006  at  p.  38) 
California  Codes  and  Standards  added 
that  it  is  important  to  verify  that  systems 
operating  under  extreme  ambient 
conditions  can  perform  safely  at  those 
temperatures  and  humidities. 

(California  Codes  and  Standards,  No. 
1.2.006  at  p.  133)  True  further  asserted 
that  equipment  tested  at  75  °F  and  55 
percent  relative  humidity  will  perform 
.  differently  than  if  operated  at  95  °F  and 
95  percent  relative  humidity.  (True,  No. 
1.2.006  at  p.  129)  ACEEE  added  that 
perhaps  there  should  be  an  adverse 
temperature  and  humidity  rating 
cqndition  to  ensure  that  equipment  v»rill 
operate  effectively  in  those  scenarios. 
(ACEEE,  No.  1.2.006  at  p.  131)  Southern  ' 
Store  Fixtures  commented  that  if 
additional  test  conditions  are  used, 
equipment  that  operates  outside  of  these 
conditions  should  be  exempt.  (Southern 
Store  Fixtures,  No.  1.2.006  at  p.  133) 

Zero  Zone,  however,  stated  that  testing 
at  a  variety  of  ambient  conditions  could 
become  burdensome  and  the  75/55 
condition  is  a  sound  compromise.  (Zero 
Zone,  No.  1.2.006  at  p.  130) 

DOE  received  similar  comments  on 
the  2009  CRE  energy  conservation 
standard  NOPR.  Those  comments 
encouraged  DOE  to  differentiate 
between  NSF  Type  I  equipment,  which 
is  tested  at  standard  test  conditions,  and 
NSF  Type  II  equipment,  which  is  tested 
at  80  °F.  DOE  found  that  the  relative 
difference  between  Type  I  equipment 
designed  to  be  operated  at  the  standard 
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test  condition  of  75  °F  and  Type  II 
equipment  designed  to  operate  at  80  °F 
would  not  significantly  impact  the 
energy  use  of  the  equipment  as  tested  at 
the  75  °F  test  condition.  Thus,  DOE 
concluded  it  was  unnecessary  to 
institute  a  distinction  between  Type  I 
and  Type  II  commercial  refrigeration 
equipment.  74  FR  1092,  1117  (Jan.  9, 
2009). 

The  current  DOE  test  procedure 
requires  that  energy  consumption 
testing  for  all  commercial  refrigeration 
equipment  covered  in  these  rulemakings 
be  conducted  according  to  ASHRAE 
Standard  72-2005,  which  prescribes 
specific  ambient  conditions.  DOE 
believes  that  equipment  classified  as 
NSF  Type  II  can  be  tested  at  the 
standard  rating  conditions  prescribed  in 
the  DOE  test  procedure  without  any 
significant  additional  burden  on 
manufacturers.  Accordingly,  DOE 
pitoposes  to  continue  to  rate  all 
commercial  refrigeration  equipment  at 
the  standard  rating  condition  prescribed 
in  the  referenced  industry  test 
procedure. 

DOE  requests  comment  on  the  burden 
to  manufacturers  associated,  with  testing 
NSF  Type  II  equipment  at  the  standard 
test  condition. 

6.  Energy  Efficiency  Features 
DOE  received  a  number  of  comments 
from  stakeholders  concerning  energy 
efficiency  features  that  exist  for  the 
explicit  purpose  of  lowering  energy 
consumption,  such  as  lighting 
occupancy  sensors  and  controls,  night 
curtains,  higher  efficiency  expansion 
valves,  condenser  fan  motor  controllers, 
and  anti-sweat  heater  controllers.  The 
Northwest  Joint  Comment  stated  that 
the  current  test  procedure  does  not  have 
the  capacity  to  test  all  of  the  equipment 
classes  and  technology  options  that  are 
likely  to  be  within  the  scope  of  coverage 
•  for  this  rulemaking.  (Adjuvant 
Consulting,  No.  1.3.003  at  pp.  1-2)  True 
commented  that  thfe  test  procedure 
should  represent  a  baseline  level  of 
energy  consumption  with  no  energy 
efficiency  devices  enabled.  (True,  No. 
1.2.006  at  pp.  63-64)  Southern  Store 
Fixtures  commented  that  some  of  these 
devices,  such  as  night  curtains,  may  not 
be  used  by  24-hour  stores  (Southern 
Store  Fixtiues,  No.  1.2.006  at  pp.  66- 
67),  and  also  suggested  that  DOE  consult 
with  end  users  of  these  energy 
efficiency  features  before  considering 
them.  (Southern  Store  Fixtures,  No. 
1.2.006  at  p.  67)  True  stated  that  energy 
controls  have  a  variety  of  different 
features  and  energy  conservation  levels, 
and  that  they  are  sometimes  already 
tested  by  manufacturers.  (True,  No. 
1.2.006  at  p.  65)  The  Northwest  Joint 


Comment  added  that  a  percent  time  off 
assumption  or  scaling  factor  might  not 
be  adequate  to  capture  the  effects  of  all 
time-dependent  technology  options. 
(Adjuvant  Consulting,  No.  1.3.003  at  p. 

3) 

As  part  of  this  rulemaking  effort,  DOE 
has  evaluated  technology  options 
suggested  by  interested  parties  and  has 
developed  provisions  to  quantify  the 
performance  of  those  options  that  can  be 
specifically  addressed  while  still 
meeting  the  statutory  requirements  of  a 
test  procedure.  Specific  proposed 
changes  include  provisions  for 
measuring  the  energy  impacts  of 
lighting  occupancy  sensors  and 
controls,  and  night  curtains.  Other 
technologies,  such  as  higher  efficiency 
expansion  valves,  condenser  fan  motor 
controllers,  and  anti-sweat  heater 
controllers,  are  technologies  that 
function  to  reduce  energy  consumption 
at  part-load  conditions.  As  discussed  in 
section  III.A.4,  “Testing  of  Transient 
Technologies  and  at  Variable 
Refrigeration  Load,”  the  energy  saving 
potential  of  these  technologies  is 
already  captured  to  some  degree  in  the 
current  test  procedure.  Further,  DOE 
believes  that  explicit  testing  for  these 
energy  efficiency  technologies  that 
reduce  energy  consumption  at  part  load 
is  not  justified  because  it  would 
significantly  increase  the  testing  burden. 

DOE  requests  comment  on  the  burden 
to  test  energy  efficiency  technologies 
other  than  those  explicitly  accounted  for 
in  this  test  procedure  revision,  namely 
night  curtains  and  lighting  occupancy 
sensors  and  scheduled  control. 

B.  Summary  of  the  Test  Procedure 
Revisions 

Today’s  proposed  rule  contains  the 
following  proposed  changes  to  the  test 
procedure  in  10  CFR  part  431,  subpart 

C. 

1.  Update  References  to  Industry  Test 
Procedures  to  Most  Current  Versions 

The  current  DOE  test  procedure  for 
commercial  refrigeration  equipment 
adopted  ARI  Standard  1200-2006,  with 
additional  provisions  for  testing  ice¬ 
cream  freezers  at  — 15  °F,  as  the  test 
procedure  used  to  measure  the  energy 
consumption  of  a  piece  of  commercial 
refrigeration  equipment  to  establish 
compliance  with  the  applicable  energy 
conservation  standard.  Since  the 
publication  of  the  2006  test  procedure 
final  rule,  AHRI  has  released  an  updated 
version  of  the  test  procedure,  AHW 
Standard  1200-2010.  The  updated  test 
procedure  includes  both  editorial  and 
technical  changes  to  the  equipment 
class  nomenclature  used  within  the  test 
procedure,  the  test  product  temperature 


for  ice-cream  freezers,  and  the  method 
of  normalizing  and  reporting  units  for 
equipment  energy  consumption.  These 
changes  align  the  test  procedure  with 
the  nomenclature  and  methodology 
used  in  the  2009  DOE  energy 
conservation  standard  final  rule.  AHRI 
Standard  1200-2010  is  the  test 
procedure  currently  used  in  industry, 
and  DOE  proposes  to  adopt  it  as  the 
DOE  test  procedure. 

The  current  DOE  test  procedure  also 
references  AHAM  HRF-1-2004  as  the 
protocol  for  determining  refrigerated 
compartment  volume.  AHAM  has  also 
updated  its  Standard  HRF-1-2004.  The 
most  recent  version  is  AHAM  HRF-1- 
2008,  which  makes  editorial  changes 
including  reorganizing  some  of  the 
sections  for  simplicity  and  usability. 

The  newly  updated  AHRI  1200-2010 
also  references  AHAM  HRF-1-2008.  For 
consistency,  DOE  proposes  to  adopt  the 
more  recent  AHAM  HRF-1-2008  for 
measuring  refrigerated  compartment 
volume. 

DOE  requests  comment  on  updating 
the  referenced  industry  test  procedures 
to  the  most  current  versions. 

2.  Include  Method  for  Determining 
Energy  Savings  Due  to  the  Use  of  Night 
Curtains  on  Open  Cases 

The  current  test  procedure,  ARI 
Standard  1200-2006,  and  method  of 
test,  ASHRAE  Standard  72-2005,  do  not 
account  for  potential  energy  savings 
resulting  from  the  use  of  night  curtains 
on  open  cases.  Night  curtains  are 
devices  made  of  an  insulating  material, 
typically  insulated  aluminum  fabric, 
designed  to  be  pulled  down  over  the 
open  front  of  the  case  (similar  to  the 
way  a  window  shade  operates)  when  the 
merchandizing  establishment  is  closed 
or  the  customer  traffic  is  significantly 
decreased.  The  insulating  shield,  or 
night  curtain,  decreases  infiltration  and 
mixing  of  the  cool  air  inside  the  case 
with  the  relatively  warm,  humid  air  in 
the  store  interior.lt  also  reduces 
conductive  and  radiative  heat  transfer 
into  the  case.  This  can  reduce 
compressor  loads  and  defrost  cycles, 
significantly  decreasing  energy  use.  A 
1997  study  by  the  SouAern  California 
Edison  Refrigeration  Technology  and 
Test  Center  found  that,  when  used  for 
6  hours  per  day,  night  curtains  reduce 
total  energy  use  of  the  case  by 
approximately  8  percent.^ 

.TTo  allow  manufacturers  to  account  for 
the  possible  energy  savings  of  cases  sold 


2  Southern  California  Edison,  Refrigeration  and 
Technology  and  Test  Center,  Energy  Efficiency 
Division.  Effects  of  the  Low  EmissMty  Shields  on 
Performance  and  Power  Use  of  a  Refrigerated 
Display  Case.  August  1997.  Available  at  http:// 
www.econofrost.com/acrobat/sce_report_long.pdf. 
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with  night  curtains,  DOE  intends  to 
adopt  a  standardized  physical  test 
method.  A  physical  test  would 
accurately  capture  differences  in  energy 
use  reduction  as  a  function  of  similar 
technologies  and  case  dimensions.  It  is 
important  to  capture  the  differences  in 
energy  use  reduction  from  similar 
technologies  because  of  the  large 
performance  disparities  that  can  exist. 

For  example,  night  curtains  made  of 
low-emissivity  materials,  such  as 
aluminum,  decrease  the  radiative  losses 
from  the  case  and  therefore  are  much  » 
more  effective  at  reducing  heat  loss  than 
night  curtains  made  of  plastic,  linoleum, 
or  other  non-reflective  materials.  In¬ 
addition,  each  night  curtain  may  reduce 
infiltration  differently  depending  on  its 
insulating  characteristics  and  design. 

The  case  dimensions  and  default 
infiltration  load  also  impact  night 
curtain  performance.  As  such,  a 
physical  test  will  also  accurately 
capture  differences  in  the.  energy 
conservation  utility  of  night  curtains  as 
a  function  of  case  dimension. 

DOE  proposes  using  the  following 
physical  test  method,  as  specified  by 
ASHRAE  Standard  72-2005.  This 
method  would  be  similar  to  section  7.2 
in  ASHRAE  Standard  72-2005,  “Door- 
Opening  Requirements,”  and  would 
read  as  follows: 

Night  Curtain  Requirements.  For  open 
display  cases  sold  with  night  curtains 
installed,  the  night  curtain  shall  be  employed 
according  to  manufacturer  instructions  for  a 
total  of  6  hours,  3  hours  after  the  start  of  a 
defrost  period.  Upon  the  completion  of  the  6- 
hour  period,  the  night  curtain  shall  be  raised 
until  the  completion  of  the  24-hour  test 
period. 


DOE  proposes  a  6-hour  test  period  to 
approximate  the  typical  usage  of  a  night 
curtain.  In  studies  analyzing  the  effects 
of  night  curtain  use,  such  as  the 
previously  cited  1997  study  by  the 
Southern  California  Edison  .  • 
Refrigeration  Technology  and  Test 
Center,  a  similar  6-hour  time  period  has 
been  used.  The  test  for  night  curtains 
would  apply  only  to  cases  sold  with 
night  curtains  installed.  The 
assumptions  made  in  the  testing  of  night 
curtains  may  not  reflect  their  use  in  the 
field  in  all  applications.  However,  this 
test  would  be  a  standard  for  all  cases 
sold  with  night  curtains,  regardless  of 
their  anticipated  use. 

DOE  requests  comment  bn  the 
proposal  for  the  incorporation  of  night 
curtains  into  the  DOE  test  procedure. 

3.  Include  Calculation  for  Determining 
Energy  Savings  Due  to  Use  of  Lighting 
Occupancy  Sensors  or  Controls 

The  current  test  procedure,  ARI 
Standard  1200-2006,  and  method  of 
test,  ASHRAE  Standard  72-2005,  do  not 
account  for  potential  energy  savings 
resulting  from  the  use  of  lighting 
occupancy  sensors  and  scheduled 
controls.  The  energy  savings  due  to  the 
use  of  occupancy-based  sensors  or 
schedule-based  controls  will  vary  in  the 
field  due  to  differing  environmental  and 
operating  conditions.  However,  studies, 
including  a  demonstration  project 
conducted  through  the  DOE  GATEWAY 
program,  have  shown  that  lighting 
occupancy  sensors  or  controls  could 
reduce  the  total  energy  use  of  a  typical 
refrigerated  merchandising  unit 
operating  in  a  grocery  store  by  up  to  40 
percent.  3 


Lighting  occupancy  sensors  and 
schedule-based  control  systems  are 
designed  to  reduce  the  amount  of  time 
that  lights  are  on  within  commercial 
refrigeration  equipment.  Lighting 
occupancy  sensors  use  passive  infrared, 
ultrasonic,  or  other  motion-sensing 
technology  to  detect  the  presence  of  a 
customer  or  employee.  These  sensors 
turn  off  or  dim  the  lights  within  the 
equipment  when  no  motion  is  detected 
in  the  sensor’s  coverage  area.  Schedule- 
based  lighting  controls  allow  lights  to  be 
turned  off  or  dimmed  at  scheduled 
times  throughout  the  day.  The  energy 
efficiency  benefits  from  reducing  case 
lighting  energy  use  are  two-fold, 
because  both  the  direct  electricity 
consumption  of  the  lights  and  the  heat 
load  on  the  refrigeration  system  are 
decreased.  Light-emitting  diode 
technology,  used  in  much  of  today’s 
new  commercial  refrigeration 
equipment,  lends  itself  to  rapid  on/off 
cycling  or  dimming,  which  enables  the 
use  of  occupancy  sensors  or  scheduled 
controls,  or  both.  Lighting  occupancy 
sensors  arid  scheduled  controls  can  be 
addressed  similarly  based  on  available 
energy  usage  data. 

DOE  proposes  using  an  analytical 
method  similar  to  equation  4,  section 
5.2.3  of  AHRI  Standard  1200-2010,  to 
calculate  the  energy  use  of  lighting 
within  the  refrigerated  volume. 

Equation  1  presents  a  method  to 
calculate  the  direct  lighting  energy 
consumption  [LEQc)  with  lighting 
occupancy  sensors  and  controls 
deployed  for  either  remote  condensing 
or  self-contained  units. 


LBC« 


(Cf\i  ^  tfltf) -h  (PiKdtBB) 

CLoaol 


Eq.  1 


Where: 

LECv,  =  lighting  energy  consumption  of 
internal  case  lights  with  lighting 
occupancy  sensors  and  controls  . 
deployed  (kilowatt-hours); 

Pii  =  rated  power  of  lights  when  they  are  fully 
on  (watts); 

Pinoff)  =  power  of  lights  when  they  are  off 
(watts); 

=  power  of  lights  when  they  are 
dimmed  (watts); 


tsc  =  time  period  when  lighting  is  fully  on 
with  lighting  occupancy  sensors  and 
controls  enabled  (hours); 

Cft  =  time  period  which  the  lights  are  off  due 
to  the  use  of  lighting  occupancy  sensors 
or  scheduled  controls  (hours);  and 
tdim  =  time  period  which  the  lights  are 
dimmed  due  to  the  use  of  lighting 
occupancy  sensors  or  scheduled.controls 
(hours). 


In  equation  1 ,  toff  and  Uim  are 
determined  based  on  the  sum  of  any 
contribution  from  lighting  occupancy 
sensors  and  scheduled  controls  that  turn 
off  or  dim  lighting,  respectively.  These 
values  are  summed,  as  shown  in 
equation  2,  to  determine  the  total 
amount  of  time  lighting  is  dimmed  or 
off. 


^  U.S.  Department  of  Energy.  Demonstration 
Assessment  of  Light-Emitting  Diode  (LED)  Freezer 
Case  Lighting.  October  2009.  Prepared  by  Pacific 


Northwest  National  Laboratory  for  the  U.S.  DOE 
Solid  State  Lighting  Technology  Demonstration 
GATEWAY  Program.  Available  at  http:// 


appsl.eere.energy.gov/buiIdings/publications/pdfs/ 
ssl/gateway_freezer-case.pdf.  , 


71604 


Federal  Register / Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Proposed  Rules 


*  ^oftMUDPS' 

Eq.2 

^iiha  *  ^  ^dtHkomlFob 


Where; 

=  time  period  which  the  lights  are  off  due 
to  the  use  of  lighting  occupancy  sensors 
or  scheduled  controls  (hours); 
tdim  =  time  period  which  the  lights  are  dim 
due  to  the  use  of  lighting  occupancy 
sensors  or  scheduled  controls  (horns); 
tnff.conirois  =  time  case  lighting  is  off  due  to  the 
use  of  lighting  controls  (hours); 
tdim.contrvh  =  time  case  lighting  is  dimmed  due 
to  the  use  of  lighting  controls  (hours); 

U-ff  irnsars  ~  time  case  lighting  is  off  due  to  the 
use  of  lighting  occupancy  sensors 
(hours);  and 

tdim.vrnsor,  =  time  case  lighting  is  dimmed  due 
to  the  use  of  lighting  occupancy  sensors 
(hours). 

As  the  test  procedure  is  for  24-hour 
time  period,  the  sum  of  tsc,  T„^.  and  tji,,, 
should  equal  24  hours.  DOE  also 
proposes  that  the  total  time  period 
during  which  the  lights  are  off  or 
dimmed  shall  not  exceed  10.8  hours 
based  on  the  maximum  estimated 
energy  savings  from  lighting  occupancy 
sensors  and  controls.  This  limit  is 
established  to  prevent  double  counting 
of  energy  savings  in  equipment  where 
both  lighting  occupancy  sensors  and 
schedule  based  controls  are  installed. 

tjg  ■■  tj  ■“  %ott  ”  tdia  Eq.  3 

Where: 

t„/r  =  time  period  which  the  lights  are  off  due 
to  the  use  of  lighting  occupancy  sensors 
or  scheduled  controls  (hours); 
tdim  =  time  period  w'hich  the  lights  are 
dimmed  due  to  the  use  of  lighting 
occupancy  sensors  or  scheduled  controls 
(hours); 

f«—  time  period  when  lighting  is  fully  on 
with  lighting  occupancy  sensors  and 
controls  enabled  (hours); 
f/  =  time  period  when  lighting  would  be  on 
without  lighting  occupancy  sensors  or 
controls  (24  hours); 

with  the  sum  of  all  to^  and  tdi,,,  from  both 
lighting  occupancy  sensors  and  controls  not 
to  exceed  10.8  hours. 


CBCa- 


Where: 

CECa=  Alternate  Compressor  Energy 
Consumption  (kilowatt-hours); 

LECsc  =  lighting  energy  consumption  of 
internal  case  lights  w'ith  lighting 
occupancy  sensors  and  controls 
deployed  (kilowatt-hours); 

Pii  =  rated  power  of  lights  when  they  are  fully 
on  (watts); 


In  equation  2,  the  time  the  case 
lighting  is  dimmed  or  off  due  to 
scheduled  lighting  controls  [toff.comroh  or 
tdim.controis,  as  applicable)  will  be  8  hours 
for  those  cases  with  lighting  controls 
installed.  This  will  depend  on  whether 
the  controls  dim  or  turn  off  lights.  A 
time  off  period  of  8  hours  was  chosen 
for  scheduled  controls  to  approximate 
the  typical  usage  of  lighting  control 
products  based  on  comments  received 
during  previous  DOE  rulemakings  for 
this  equipment.  Specifically,  during  the 
previous  rulemaking  for  commercial 
refrigeration  equipment,  California 
Utilities  commented  that  8  hours 
reflected  the  California  predicted  “low 
load”  period.  (Docket  number  EERE- 
2006-BT-STD-^)126,  California  Joint 
Comment,  No.  41,  at  p.  12) 

The  time  the  case  lighting  is  off  or 
dimmed  due  to  lighting  occupancy 

sensors  {toJf,sensors  Of  itiim,sensors>  aS 

applicable)  will  be  2.8  or  10.8  hours  for 
cases  with  lighting  occupancy  sensors 
installed,  depending  on  whether 
scheduled  controls  are  also  installed. 

For  equipment  with  only  lighting 
occupancy  sensors  installed  toff..-.en.Kors  or 
t,iim..sensors,  as  applicable,  will  be  10.8 
hours.  For  equipment  with  both  lighting 
occupancy  sensors  and  lighting  controls 
installed,  the  lighting  controls  will  be 
assumed  to  override  the  occupancy 
sensor  during  the  time  the  lighting 
control  is  used  to  reduce  case  lighting. 
Thus,  the  time  the  case  lighting  is  off  or 
dimmed  due  to  lighting  occupancy  r  - 

sensors  ^tftff,sensors  Or  tdim, sensors t  aS 

applicable)  will  be  2.8  hours  for 
equipment  with  lighting  occupancy 
sensors  and  lighting  controls  installed. 
The  time  off  period  for  lighting 
occupancy  sensors  was  derived  based 
on  the  previously  cited  demonstration 


ti  =  time  lighting  would  be  on  without 

lighting  occupancy  sensors  or  controls 
(24  hours);  and 

EER  =  energy  efficiency  ratio  from  Table  1  in 
AHRI  Standard  1200-2010  for  remote 
condensing  equipment  and  the  values 
shown  in  Table  III.l  of  this  document  for 
self-contained  equipment  (British 
thermal  units/watt). 


project  conducted  through  the  DOE 
GATEWAY  program. 

Equations  1,2,  and  3  can  be  used  to 
calculate  the  energy  use  of  CRE  whether 
the  equipmenf  utilizes  lighting 
occupancy  sensors  or  control,  and 
whether  the  light  settings  are  set  at  fully 
pn,  fully  off,  or  dimmed.  For  example, 
consider  a  situation  in  which  lighting 
that  is  dimmed  throughout  the  day  by 
occupancy  sensors  and  is  turned  off 
completely  by  scheduled  controls 
during  closing  hours.  In  this  example, 
tdim  for  the  dimmed  occupancy  sensor 
would  be  2.8  hours,  and  for  the 
scheduled  lighting  control,  which  turns 
off  the  lights,  would  be  8  hours.  The 
sum  of  Gj^and  tdim  would  be  equal  to  the 
maximum  10J3  hours.  In  this  example, 

both  tdim.controls  and  taJf„\ensors  WOUld  equal 

zero. 

In  addition  to  conserving  energy 
directly  through  decreased  lighting 
electrical  load,  occupancy  sensors  also 
decrease  the  heat  load  from  lights  that 
are  located  inside  the  refrigerated  space 
on  the  refrigeration  equipment. 
Therefore,  a  second  calculation  is 
necessary  to  account  for  these  energy 
impacts.  This  second  calculation 
quantifies  the  reduced  compressor 
energy  use,  which  is  then  used  to 
calculate  total  energy  use,  as  described 
below. 

For  remote  condensing  equipment, 
the  calculation  of  Alternate  Component 
Indirect  Effect  in  section  5.4  of  AHRI 
Standard  1200-2010  can  be  used  to 
measure  the  energy  impacts  on  the 
compressor.  Thus,  for  remote 
condensing  equipment,  equation  4,  from 
AHRI  Standard  1200  equations  5.4  and 
5.4.2,  can  be  applied  to  calculate  the 
decreased  compressor  power  due  to  use 
of  lighting  occupancy  sensors  and 
controls. 


Table  III.1.  EER  for  Self-Con¬ 
tained  Commercial  Refrigerated 
Display  Merchandisers  and 
Storage  Cabinets 


Operating  temperature 

EER 

class 

Btu/W 

Medium  . . . 

11.26 

Low  . 

7.14 

0.73 


8.«izi  Pi,  x‘7ioaa) 


EER 


Eq.4 


Federal  Register/ Vol.  75,  No.  226/ Wednesday,  November  24,  2010 / Proposed  Rules 


71605 


Table  III.1.  EER  for  Self-Con¬ 
tained  Commercial  Refrigerated 
Display  Merchandisers  and 


Storage  Cabinets— 

Continued 

Operating  temperature 

EER 

class 

Btu/VJ 

Ice  Cream  . 

4.80 

Note: 

'  EER  values  for  operating  temperature 
classes  are  calculated  based  on  the  average 
EER  value  of  all  equipment  in  that  class  which 
was  analyzed  as  part  of  the  previous  (2009) 
rulemaking.  This  does  not  include  equipment 
for  which  standards  were  set  by  Congress  in 
EPACT  2005  (VCT,  VCS,  HCT,  HCS,  and 
SOC  at  M  and  L  temperatures)  or  classes  for 
which  standards  were  set  using  extension 
multipliers  in  the  2009  rulemaking  (VOP.SC.L, 
SVO.SC.L,  VOP.SC.I,  SVO.SC.I,  HZO.SC.I, 
VOP.SC.L  SVO.SC.I,  HZO.SC.I,  HCS.SC.I, 
SOC.SC.I). 


2  These  values  only  represent  compressor 
EER  and  do  not  include  condenser  fan  energy 
use. 

The  CECa  includes  a  multiplication 
factor  of  0.75  to  account  for  the  fact  that 
not  all  of  the  heat  produced  from  the 
lights  will  impact  the  compressor  load. 
The  factor  of  0.75  was  suggested  hy 
manufacturers  during  discussions  with 
the  AHRI  Standard  1200  engineering 
committee. 

For  remote  condensing  commercial 
refrigerators,  freezers,  and  refrigerator- 
freezers  with  lighting  occupancy 
sensors,  controls,  or  both  installed,  the 
revised  compressor  energy  consumption 
[CECr]  shall  be  the  CECa  added  to  the 
compressor  energy  consumption  (CEC) 
measured  in  AHRI  Standard  1200-2010, 
as  shown  in  equation  5. 


C£Cr  ■  CEC  t  CECa  Eq.  5 

Where: 

CECr  =  reduced  compressor  energy 
consumption  (kilowatt-hours): 

CEC  =  compressor  energy  consumption  as 
measured  by  AHRI  Standard  1200 
(kilowatt-hours);  and 

CECa  =  alternate  compressor  energy 
consumption  (kilow'att-hours). 

The  CECr  and  LECsc  value  would  then 
be  substituted  for  the  lighting 
energy  consumption  (LEG)  and  CEC 
without  controls  or  sensors  in  the 
calculation  of  CDEC  for  remote 
condensing  cases  as  shown  in 
equation  6. 


CDBC  ■  CBGr  -b  EEC  -b  LEG,^  f  AEG  f  DEC  t  PEC  Eq.  6 


Where; 

CDEC  =  combined  daily  enei^y  consumption 
(kilowatt-hours); 

CECr  =  reduced  compressor  energy 
consumption  (kilowatt-hours); 

EEC  =  fan  energy  consumption  (kilowatt- 
hours); 

LECsc  =  lighting  energy  consumption  with 

•  lighting  sensors  and  controls  deployed 
(kilowatt-hours); 


AEC  =  anti-condensate  energy  consumption 
(kilowatt-hours); 

DEC  =  defrost  energy  consumption  (kilowatt- 
hours);  and 

PEC  =  condensate  evaporator  pan  energy 
consumption  (kilowatt-hours). 

For  self-contained  equipment,  the 
CECa  and  LECsc  would  be  calculated  as 
above  and  then  used  directly  with  the  ' 


total  daily  energy  consumption  as 
measured  by  AHRI  Standard  1200-2010, 
with  the  lights  fully  on  to  determine  the 
daily  energy  c^onsumption  used  to  show 
compliance  with  the  DOE  energy 
conservation  standard  for  this 
equipment  as  shown  in  equation  7.  For 
self-contained  equipment: 


TDBC  -TDBea+  CBCa-  '’^'Viooo-  “««)  Eq.7 


Where; 

TDEC„  =  total  daily  energy  consumption  with 
lights  fully  on,  as  measured  by  AHRI 
Standard  1200-2010  (kilowatt-hours); 

P/,  =  rated  power  of  lights  when  they  are  fully 
on  (watts): 

f/  =  time  period  when  lights  would  be  on 
without  lighting  occupancy  sensors  or 
controls  (24  hours);  and 
LECfc  =  lighting  energy  consumption,  with 
lighting  occupancy  sensors  and  controls 
deployed  (kilowatt-hours). 

The  test  procedure  modifications  to 
account  for  lighting  occupancy  sensors 
and  controls  would  only  apply  to 
commercial  refrigeration  equipment 
sold  with  lighting  occupancy  sensors 
and  controls  installed  by  the 
manufacturers.  However,  this  analytical 
method  would  place  the  least  additional 
burden  on  manufacturers  and  would  be 
a  standard  for  all  commercial 
refrigeration  equipment  sold  with 
lighting  occupancy  sensors  and 
controls,  regardless  of  their  anticipated 
use. 

DOE  requests  comment  on  the 
proposed  calculation  method  for 
treatment  of  lighting  occupancy  sensors 


and  controls  in  the  DOE  test  procedure 
for  commercial  refrigeration  equipment. 
Specifically,  DOE  requests  comment  on 
the  values  assumed  for  the  time  period 
when  lighting  is  off  or  reduced  due  to 
lighting  occupancy  sensors  or  controls 
and  the  factor  used  to  scale  the  amount 
of  heat  produced  by  case  lighting. 

4.  Include  Provision  for  Testing  at 
Lowest  Application  Product 
Temperature 

During  the  Framework  public  meeting 
and  Framework  comment  period  of  the 
2009  energy  conservation  standard 
rulemaking,  DOE  received  comments  on 
the  inclusion  of  “application 
temperatures”  for  commercial 
refrigeration  equipment.  Application 
teniperatures  are  rating  temperatures 
other  than  the  standard  rating 
temperatures  prescribed  by  DOE’s  test 
procedures  (38  °F  for  commercial 
refrigerators,  0  °F  for  commercial 
freezers,  and  —15  °F  for  commercial  ice¬ 
cream  freezers).  Interested  parties 
commented  that  allowing  for  an 
application  temperature  category  is 


essential  because  operating  temperature 
plays  a  key 'role  in  equipment  energy 
consumption.  However,  interested 
parties  stated  that  the  application 
temperature  category  should  be  reserved 
for  equipment  that  cannot  operate  at 
0  °F  or  at  38  °F:  that  DOE  should  not 
regulate  equipment  that  has  few 
shipments;  and  that  appropriate  Federal 
standards  and  rating  temperatures 
should  be  developed  for  equipment 
with  large  numbers  of  shipments. 

DOE  analyzed  the  shipments  data 
provided  by  ARl  during  the  Framework 
comment  period  of  the  2009 
rulemaking.  DOE  found  that,  excluding 
equipment  for  which  EPACT  2005 
amended  EPCA  to  set  standards  (self- 
contained  commercial  refrigerators  and 
commercial  freezers  with  doors),  only 
1.7  percent  of  units  under  the  previous 
rulemaking  were  equipment  that  operate 
at  “application  temperatures,”  namely 
45  °F,  20  °F,  10  °F,  or  -  30  °F.  Of  these, 
units  that  operate  at  45  °F  (typically 
“wine  chillers”)  had  the  highest 
shipments,  and  these  were 
predominantly  remote  condensing 
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equipment.  Given  the  relatively  low 
shipment  volumes  of  equipment  that 
operates  at  application  temperatures. 
DOE  did  not  develop  separate  standards 
for  equipment  that  operates  at  an 
application  temperature  different  than 
one  of  the  three  prescribed  rating 
temperatures.  72  FR  41162,  41168-69 
(July  26,  2007). 

During  the  May  2010  Framework 
public  meeting,  several  parties  again 
commented  that  some  equipment 
covered  under  this  rulemaldng  is 
designed  to  operate  at  significantly 
higher  temperatures  than  the  designated 
temperature  for  that  product  class. 
Specifically,  California  Codes  and 
Standards  stated  that  DOE  should 
review  test  methods  for  niche 
equipment  that  may  require  different 
temperature  criteria  and  schedules. 
(California  Codes  and  Standards,  No. 
1.3.005  at  p.  3)  Structural  Concepts  also 
stated  that  some  types  of  equipment, 
such  as  candy  and  wine  cases,  operate 
at  55  or  60  °F,  yet  would  have  to  be 
tested  at  38  °F  to  meet  a  standard.  This 
is  an  issue  because  these  units  are  not 
designed  to  operate  at  that  temperature. 
(Structural  Concepts,  No.  1.2.006  at  p. 
59). 

DOE  recognizes  that  this  type  of 
equipment  may  not  be  able  to  maintain 
an  integrated  average  temperature  of 
38  “F,  as  required  by  the  current  DOE 
test  procedure.  DOE  also  acknowledges 
that  self-contained  commercial 
refrigerators  comprise  most  of  the 
equipment  that  operates  at  temperatures 
higher  than  the  38  °F  rating 
temperature.  However,  these  equipment 
classes  were  not  included  in  the  2009 
rulemaking  analysis  of  products  that 
operate  at  application  temperature 
because  they  were  not  included  in  the 
scope  of  that  rulemaking.  Because  self- 
contained  refrigerators  are  included  in 
the  current  energy  conservation 
standard  rulemaking,  the  shipment 
volume  of  this  equipment  that  operates 
at  temperatures  higher  than  38  °F  may 
increase. 

AHRI  Standard  1200-2010  has 
provisions  for  such  equipment  to  be 
rated  at  the  application  product 
temperature.  For  equipment  that 
operates  at  a  temperature  that  is  not  one 
of  the  specified  rating  temperatures, 
DOE  believes  that  allowing  such 
equipment  to  be  tested  at  its  application 
product  temperature  could  create  a 
loophole  that  would  allow 
manufacturers  to  certify  less-efficient 
equipment.  This  loophole  would  enable 
a  manufacturer  to  sell  equipment  that 
can  operate  at  one  of  the  prescribed  test 
temperatures,  but  would  not  comply 
with  the  standard  if  tested  at  that  test 
temperature  because  that  equipment 


would  comply  when  tested  at  the  higher 
application  temperature. 

However,  equipment  that  operates  at 
temperatures  greater  than  the  38  °F 
rating  temperature  may  be  able  to 
become  more  efficient  if  allowed  to  be 
tested  at  temperatures  other  than  38  °F 
and  may  represent  a  large  enough 
shipment  volume  to  warrant  a  separate 
rating  temperature.  Thus,  DOE  proposes 
including  a  provision  for  rating 
refrigerators  that  cannot  operate  at  the 
prescribed  38  °F  integrated  average 
product  temperature  at  the  lowest 
application  product  temperature.  In  the 
context  of  this  rulemaking,  the  “lowest 
application  product  temperature”  would 
be  defined  as  the  lowest  temperature 
setting  that  can  be  maintained  for  the 
duration  of  the  test.  In  this  case,  the 
integrated  average  product  temperature 
achieved  during  the  test  should  be 
recorded.  Equipment  tested  at  the 
lowest  application  product  temperature 
will  still  be  required  to  comply  with  the 
standard  for  its  respective  equipment 
class. 

DOE  requests  comment  on  the 
provision  for  testing  commercial 
refrigerators  that  cannot  be  tested  at 
38  °F  at  the  lowest  application  product 
temperature. 

IV.  Regulatory  Review 

A.  Review  Under  Executive  Order  12866 

The  Office  pf  Management  and  Budget 
has  determined  that  test  procedure 
rulemakings  do  not  constitute 
“significant  regulatory  actions”  under 
section  3(f)  of  Executive  Order  12866, 
Regulatory  Planning  and  Review,  58  FR 
51735  (Oct.  4,  1993).  Accordingly,  this 
proposed  action  was  not  subject  to 
review  under  the  Executive  Order  by  the 
Office  of  Information  and  Regulatory 
Affairs  (OIRA)  in  the  Office  of 
Management  and  Budget  (OMB). 

B.  Review  Under  the  National 
Environmental  Policy  Act 

In  this  proposed  rule,  DOE  proposes 
amendments  to  test  procedures  that  may 
be  used  to  implement  future  energy 
conservation  standards  for  commercial 
refrigeration  equipment.  DOE  has 
determined  that  this  rule  falls  into  a 
class  of  actions  that  are  categorically 
excluded  from  review  under  the 
National  Environmental  Policy  -Act  of 
1969  (NEPA;  42  U.S.C.  4321  et  seq.). 

The  rule  is  covered  by  Categorical 
Exclusion  A5,  for  rulemakings  that 
interpret  or  amend  an  existing  rule 
without  changing  the  environmental 
effect,  as  set  forth  in  DOE’s  NEPA 
regulations  in  appendix  A  to  subpart  D, 
10  CFR  part  1021.  This  rule  will  not 
affect  the  quality  or  distribution  of 


energy  usage  and  therefore  will  not 
result  in  any  environmental  impacts. 
Accordingly,  neither  an  environmental 
assessment  nor  an  environmental 
impact  statement  is  required. 

C.  Review  Under  the  Regulatory 
Flexibility  Act 

The  Regulatory  Flexibility  Act 
.(5  U.S.C.  601  et  seq.)  requires 
preparation  of  an  initial  regulatory 
flexibility  analysis  for  any  rule  proposed 
for  public  comment,  unless  the  agency 
certifies  that  the  rule,  if  promulgated, 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  As  required  by  Executive  Order 
13272,  “Proper  Consideration  of  Small 
Entities  in  Agency  Rulemaking,”  67  FR 
53461  (August  16,  2002),  DOE 
published  procedures  and  policies  on 
February  19,  2003,  so  that  the  potential 
impacts  of  its  rules  on  small  entities  are 
properly  considered  during  the 
rulemaking  process.  68  FR  7990 
(February  12,  2003).  DOE  has  made  its 
procedures  and  policies  available  on  the 
Office  of  the  General  Counsel’s  Web 
site:  http://www.gc.doe.gov. 

DOE  reviewed  today’s  proposed  rule, 
which  would  amend  the  test  procedures 
for  commercial  refrigeration  equipment, 
under  the  provisions  of  the  Regulatory 
Flexibility  Act  and  the  procedures  and 
policies  published  on  February  19, 

2003.  DOE  tentatively  concludes  and 
certifies  that  the  proposed  rule,  if 
adopted,  would  not  result  in  a 
significant  impact  on  a  substantial 
number  of  small  entities.  The  factual 
basis  for  this  certification  is  set  forth 
below. 

DOE  used  the  small  business  size 
standards  published  on  January  31, 
1996,  as  amended,  by  the  SB  A  to 
determine  whether  any  small  entities 
would  be  required  to  comply  with  the 
rule.  61  FR  3286;  see  also  65  FR  30836, 
30848  (May  15,  2000),  as  amended  at  65 
FR  53533,  53544  (September  5,  2000). 
The  size  standards  are  codified  at  13 
CFR  part  121.  The  standards  are  listed 
by  NAICS  code  and  industry  description 
and  are  available  at  http://www.sba.gov/ 
idc/groups/public/documents/ 
sba_homepage/serv_sstd_tablepdf.pdf. 
Commercial  refrigeration  equipment 
manufacturing  is  classified  under 
NAICS  333415,  “Air-Conditioning  and 
Warm  Air  Heating  Equipment  and 
Commercial  and  Industrial  Refrigeration 
Equipment  Manufacturing.”  70  FR 
12395  (March  11,  2005).  Small  entities 
within  this  industry  description  are 
those  with  750  employees  or  fewer. 

Analysis  of  the  manufacturers  in  the 
commercial  refrigeration  equipment 
market  identified  22  small 
manufacturers  that  will  be  directly 
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regulated  by  this  rule.  DOE  seeks 
comment  on  its  estimate  of  the  number 
of  small  businesses  in  the  CRE  market. 

The  proposed  changes  to  the  test 
procedure  consist  of  updating  the 
referenced  industry  test  procedures  to 
the  most  current  versions;  testing 
requirements  for  units  sold  with  night 
curtains  and  lighting  occupancy  sensors 
or  controls  installed;  and  provisions  for 
testing  units  that  cannot  operate  at  the 
specified  38  °F  integrated  average 
product  temperature. 

All  commercial  refrigeration 
equipment  for  which  standards  were  set 
in  EPACT  2005  are  currently  required  to 
be  tested  using  the  DOE  test  procedure 
to  show  compliance  with  the  EPACT 
2005  standard  levels.  Manufacturers  of 
equipment  for  which  standards  were  set 
in  the  2009  final  rule  will  similarly  be 
required  to  test  units  using  the  DOE  test 
procedure  to  show  cqpipliance  with  the 
2009  standards  levels  beginning  January 
1,  2012.  The  current  DOE  test  procedure 
references  AHRI  Standard  1200—2006 
and  AHAM  HRF-1-2004.  This  test 
procedure  consists  of  one  24-hour  test  at 
-  standard  rating  conditions  to  determine 
daily  energy  consumption.  Aligning  the 
DOE  test  procedure  with  the  most  recent 
industry  test  procedures  currently  in 
use — AHRI  standard  1200-2010  and 
AHAM  HRF-1-2008 — will  simplify 
testing  requirements  and  reduce  the 
burden  of  testing  for  both  small  and 
large  manufacturers. 

For  equipment  that  could  be  sold  with 
night  curtains  installed,  the  current  test 
procedure  requires  one  24-hour  test 
without  the  night  curtain  installed.  To 
minimize  the  additional  burden  of  test 
on  manufacturers,  under  the  proposed 
revisions,  if  a  unit  is  tested  and  shows 
compliance  with  the  relevant  energy 
conservation  standard  without  night 
curtains  installed,  that  unit  can  also  be 
sold  with  night  curtains  installed 
without  additional  testing.  In  addition, 
if  a  manufacturer  chose  to  sell  cases 
only  with  night  curtains  installed,  only 
one  24-hour  test  would  he  required.  If, 
however,  a  piece  of  equipment  does  not 
meet  DOE’s  energy  conservation  • 
standards  without  night  curtains 
installed,  DOE  proposes  to  allow  the 
unit  to  be  tested  a  second  time  with 
night  curtains  installed.  In  this  instance, 
assuming  the  energy  conservation 
standard  is  met,  the  case  would  also  be 
required  to  be  sold  with  night  curtains 
installed.  This  would  require  an 
increased  burden  of  test  on  only  those 
units  that  cannot  show  compliance  with 
DOE  energy  conservation  standards 
without  night  curtains  installed.  As 
DOE  proposes  to  incorporate  provisions 
for  testing  a  unit  with  night  curtains 
installed  into  the  same  24-hour  test,  the 


burden  of  conducting  the  test  with  and 
without  night  curtains  is  approximately 
the  same. 

DOE  estimates  that  testing  a  single 
unit  in  accordance  with  the  current  DOE 
test  procedure  takes  1  week  of 
laboratory  time  and  costs  approximately 
$5,000.  If  two  tests  are  required,  there 
will  he  an  increase  of  approximately 
$5,000  per  unit  tested.  This  estimate  is 
based  on  information  from 
manufacturers  and  private  testing 
services  quoted  on  behalf  of  DOE  in  the 
last  2  years  for  completing  a  test 
according  to  AHRI  Standard  1200-2006 
on  commercial  refrigerators,  freezers, 
and  refrigerator-freezers. 

DOE  also  researched  the  number  of 
CRE  manufacturers  that  sell  open  cases, 
which  would  potentially  be  sold  with  a 
night  curtain.  DOE  found  that  larger 
manufacturers  typically  offer  more 
unique  individual  basic  models  than 
smaller  manufacturers.  DOE  also  found 
that  the  larger  manufacturers  sell  more 
open  cases  than  smaller  manufacturers. 
DOE  estimates  that  for  both  small  and 
large  manufacturers  who  offer  open 
cases,  open  cases  that  could  be  sold 
with  night  curtains  comprised  about  20 
percent  of  total  models,  or 
approximately  between  1  and  50 
models.  While  testing  with  and  without 
night  curtains  will  not  be  required  for 
all  these  models,  at  this  time  DOE 
cannot  predict  the  number  of  cases  that 
will  require  two  tests  because  the 
standards  with  which  this  test 
procedure  will  be  used  to  show 
compliance  have  not  been  established. 
Therefore,  assuming  conservatively  that 
half  of  the  open  cases  that  could  he  sold 
with  night  curtains  will  not  meet  the 
new  energy  conservation  standards  and 
will  require  two  tests,  DOE’s  analysis 
found  that  the  incremental  cost  of 
running  the  extra  tests  ranged  from 
approximately  $2,500  to  $125,000. 
Further,  DOE  identified  that  a  single 
small  manufacturer  produces  the 
majority  of  all  open  cases  produced  by 
small  manufacturers.  In  fact,  many 
small  manufacturers  identified  by  DOE 
did  not  sell  open  cases  at  all. 

DOE  understands,  however,  that  small 
manufacturers  have  less  expendable 
capital  available  and  may  be  more 
affected  by  the  additional  cost  of  testing. 
To  estimate  the  additional  cost  of  testing 
due  to  night  curtains  for  small 
manufacturers,  DOE  estimated  the 
average  cost  of  additional  testing  for  all 
open  cases  compared  to  the  average 
annual  value  added  statistic.  The 
average  value  added  statistic  is 
representative  of  an  entity’s  annual 
gross  operating  margin  and  is  calculated 
by  subtracting  the  cost  of  materials, 
supplies,  containers,  fuel,  purchased 


electricity,  and  contract  work  from  the 
value  of  shipments.  DOE  analyzed  the 
impact  on  the  smallest  manufacturers  of 
commercial  refrigeration  equipment 
since  these  manufacturers  would  likely 
be  the  most  vulnerable  to  cost  increases. 
For  CRE  manufacturers,  the  two 
smallest  entities  were  in  the  25  to  49 
and  50  to  99  employee  size  category  in 
NAICS  333415  as  reported  by  the  U.S. 
Census."*  The  average  annual  value 
added  for  manufacturers  in  these  size 
ranges  from  the  census  data  was  $2.97 
to  $6.38  million  in  2001$,  per  the  2002 
Economic  Census,  or  approximately 
$3.56  to  $7.64  million  per  year  in  2010$ 
after  adjusting  for  inflation  using  the 
implicit  price  deflator  for  gross 
domestic  product. ^ 

DOE  also  examined  the  average  value 
added  statistic  provided  by  Census  for 
all  manufacturers  with  between  100  and 
249  employees  in  this  NAICS 
classification  as  the  most  representative 
value  from  the  2002  Economic  Census 
data  of  the  CRE  manufacturers.  More 
than  half  (13  manufacturers)  of  the 
identified  small  manufacturers  fell  into 
this  category,  including  the 
manufacturer  that  has  the  greatest 
percentage  of  open  cases  that  could  be 
sold  with  night  curtains.  The  average 
annual  value  added  statistic  for  all  small 
manufacturers  with  between  100  and 
249  employees  was  $16.3  million 
(2010$). 

Given  this  data,  and  assuming  the 
estimate  of  $5,000  for  the  additional 
testing  costs  is  accurate,  DOE  concluded 
that  the  additional  costs  for  testing 
under  the  proposed  requirements  would 
be  approximately  0.4  percent  of  annual 
value  added  for  the  two  smallest  firms. 
The  additional  costs  would  be 
approximately  0.3  percent  of  the  average 
annual  value  added  for  representative 
.small  CRE  manufacturers  with  between 
100  and  249  employees.  For  the 
manufacturer  that  sells  the  greatest 
percentage  of  open  cases  that  could  be 
sold  with  a  night  curtain,  56  percent, 
DOE  estimates  the  additional  cost  of 
testing  would  equal  $80,000,  or  0.6 
percent  of  the  average  annual  value 
added. 

The  requirements  for  units  sold  with 
lighting  occupancy  sensors  and  controls 
will  not  include  additional  testing. 


••  U.S.  Bureau  of  the  Census,  American  Factfinder, 
2002  Economic  Census,  Manufacturing,  Industry 
Series,  Industry  Statistics  by  Employment  Size, 
available  at  http://factfinder.census.gov/servlet/ 
lBQTable?Jom=y&‘-ds_name=.EC023il46-- 
ibJype=NAICS2002B--NAlCS2002=3334 1 56'- 
geo_id=&'-_industry=3334 1 56-- 
NAlCS2002sector=8699 1 71 &'-Jang=en&- 
fds_name=EC0200Al. 

5  U.S.  Department  of  Commerce  Bureau  of 
Economic  Analysis,  available  at  http:// 
www.bea.gov/notionaI/nipaweh/SelectTabIe.asp. 
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Instead,  DOE  proposes  incorporating  a 
calculation  method  that  will  determine 
the  energy  impact  of  lighting  occupancy 
sensors  and  controls.  Again, 
manufacturers  will  only  be  required  to 
show  compliance  of  a  unit  with  lighting 
occupancy  sensors  or  controls  installed 
if  the  equivalent  unit  without  lighting 
occupancy  sensors  and  controls  does 
not  comply  with  the  applicable  energy 
conservation  standard.  DOE  believes 
that  additional  calculations  will  only 
require  a  few  additional  minutes  of 
testing  time,  which  represents  about  a 
15  percent  increase  in  the  calculation 
intensity  of  the  test.  However,  the 
physical  test  requirements  are  the  far 
more  burdensome  and  time-intensive 
portion  of  the  test.  When  including  the 
time  of  physical  testing,  a  minimum  o^ 

24  hours,  DOE  estimates  that  the 
additional  calculations  required  by  the 
lighting  occupancy  sensor  and 
scheduled  control  requirements  would 
increase  the  total  burden  of  test  by  less 
than  0.01  percent.  Assuming  the  current 
cost  of  testing  would  be  $5,000  and  a 
0.01  increase  cost  in  testing,  this  would 
represent  an  addition  $50  per  unit.  If 
additional  calculation  is  required  for  a 
conservative  50  percent  of  units,  the 
total  incremental  increase  in  cost  of 
testing  will  range  from  $50  to  $6,500 
and  will  be  less  0.0005  percent  of  the 
annual  average  value  added  for  all  CRE 
manufacturers,  including  small 
manufacturers. 

For  equipment  that  cannot  be  tested  at 
the  38  °F  integrated  average  product 
temperature,  manufacturers  currently 
are  required  to  test  the  unit  using  AHRI 
Standard  1200  at  the  38  °F  test 
temperature.  Under  the  proposed 
revisions,  these  manufacturers  would  be 
allowed  to  test  units  that  cannot  meet 
the  38  °F  test  temperature  to  be  tested 
at  the  lowest  application  product 
temperature,  with  the  only  difference 
being  the  integrated  average  product 
temperature.  Since  the  same  test  is 
being  performed  in  both  cases,  DOE 
believes  that  this  will  not  increase  the 
burden  of  test  for  those  manufacturers 
and,  in  fact,  will  lead  to  more 
representative  energy  consumption 
values.  In  addition,  the  provision  for 
testing  units  that  cannot  operate  at  the 
specified  38  °F  integrated  average 
product  temperate  will  affect  only  a 
small  percentage  of  units.  DOE  believes 
there  would  not  be  an  incremental 
increase  in  testing  burden,  for  small  or 
large  manufacturers,  due  to  this 
provision. 

DOE  believes  that  the  total  increase  in 
testing  burden  resulting  from  the  test 
procedure  amendments  proposed  in  this 
NOPR  are  almost  exclusively  due  to  the 
provisions  for  testing  night  curtains. 


DOE  estimates  that  the  total  increase  in 
testing  burden  does  hot  exceed  0.6 
percent  of  average  annual  value  added 
for  any  manufacturer  of  commercial 
refrigeration  equipment,  small  or  large. 
As  the  average  value  added  statistic  is 
representative  of  an  entities  annual 
gross  operating  margin,  DOE  concludes 
that  0.6  percent  of  this  value  is  not  a 
significant  economic  impact.  Further, 

0.6  percent  of  annual  average  value 
added  was  found  for  only  the  most 
impacted  small  manufacturer.  DOE 
believes  that  one  does  not  represent  a 
substantial  number. 

Based  on  the  factual  basis  stated 
above,  DOE  believes  that  the  proposed 
test  procedure  amendments  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities, 
and  the  preparation  of  a  regulatory 
flexibility  analysis  is  not  required.  DOE 
will  transmit  the  certification  and 
supporting  statement  of  factual  basis  to 
the  Chief  Counsel  for  Advocacy  of  the 
Small  Business  Administration  for 
review  under  5  U.S.C.  605(b). 

DOE  seeks  comment  on  its 
certification  that  the  proposed  test 
procedure  changes  will  not  have  a 
significant  impact  on  a  substantial 
number  of  small  entities. 

D.  Review  Under  the  Paperwork 
Reduction  Act 

Manufacturers  of  commercial 
refrigeration  equipment  must  certify  to 
DOE  that  their  equipment  complies  with 
any  applicable  energy  conservation 
standard.  In  certifying  compliance, 
manufacturers  must  test  their 
equipment  according  to  the  DOE  test 
procedure  for  commercial  refrigeration 
equipment,  including  any  amendments 
adopted  for  that  test  procedure.  DOE  has 
proposed  regulations  for  the 
certification  and  recordkeeping 
requirements  for  all  covered  consumer 
products  and  commercial  equipment, 
including  commercial  refrigeration 
equipment.  75  FR  56796  (Sept.  16, 

2010).  The  collection-of-information 
requirement  for  the  certification  and 
recordkeeping  is  subject  to  review  and 
approval  by  OMB  under  the  Paperwork 
Reduction  Act  (PRA).  This  requirement 
has  been  submitted  to  OMB  for 
approval.  Public  reporting  burden  for 
the  certification  is  estimated  to  average 
20  hours  per  response,  including  the 
time  for  reviewing  instructions, 
searching  existing  data  sources, 
gathering  and  maintaining  the  data 
needed,  and  completing  and  reviewing 
the  collection  of  infoiTnation. 

Public  comment  is  sought  regarding: 
Whether  this  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 


agency,  including  whether  the 
information  shall  have  practical  utility; 
the  accuracy  of  the  burden  estimate; 
ways  to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  ways  to  minimize  the 
burden  of  the  collection  of  information, 
including  through  the  use  of  automated 
collection  techniques  or  other  forms  of 
information  technology.  Send  comments 
on  these  or  any  other  aspects  of  the 
collection  of  information  to  Charlie 
Llenza  {see  ADDRESSES)  and  by  e-mail  to 
Christine _J._Kymn@omb.eop.gov. 

Notwithstanding  any  other  provision 
of  the  law,  no  person  is  required  to 
respond  to,  nor  shall  any  person  be 
subject  to  a  penalty  for  failure  to  comply 
with,  a  collection  of  information  subject 
to  the  requirements  of  the  PRA,  unless 
that  collection  of  information  displays  a 
currently  valid  OMB  Control  Number. 

E.  Review  Under  the  Unfunded 
Mandates  Reform  Act  of  1995 

Title  II  of  the  Unfunded  Mandates 
Reform  Act  of  1995  (UMRA;  Pub.  L. 
104-4)  requires  each  Federal  agency  to 
assess  the  effects  of  Federal  regulatory 
actions  on  State,  local,  and  Tribal 
governments  and  the  private  sector.  For 
proposed  regulatory  actions  likely  to 
result  in  a  rule  that  may  cause 
expenditures  by  State,  local,  and  Tribal 
governments  in  the  aggregate  or  by  the 
private  sector  of  $100  million  or  more 
in  any  one  year  (adjusted  annually  for 
inflation),  section  202  of  UMRA  requires 
a  Federal  agency  to  publish  estimates  of 
the  resulting  costs,  benefits,  and  other 
effects  on  the  national  economy.  (2 
U.S.C.  1532(a),(b))  The  UMRA  also 
requires  a  Federal  agency  to  develop  an 
effective  process  to  permit  timely  input 
by  elected  officers  of  State,  local,  and 
Tribal  governments  on  a  proposed 
“significant  intergovernmental  mandate” 
and  requires  an  agency  plan  for  giving 
notice  and  opportunity  for  timely  input 
to  potentially  affected  small 
governments  before  establishing  any 
requirements  that  might  significantly  or 
uniquely  affect  small  governments.  On 
March  18,  1997,  DOE  published  a 
statement  of  policy  on  its  process  for 
intergovernmental  consultation  under 
UMRA.  62  FR  12820.  (This  policy  is 
also  available  at  http://www.gc.doe.gov/ 
.)  DOE  reviewed  today’s  proposed  rule 
pursuant  to  UMRA  and  its  policy  and 
determined  that  the  rule  contains 
neither  an  intergovernmental  mandate 
nor  a  mandate  that  may  result  in  the 
expenditure  of  $100  million  or  more  in 
any  year,  so  these  requirements  do  not 
apply. 
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F.  Review  Under  the  Treasury  and 
General  Government  Appropriations 
Act,  1999 

Section  654  of  the  Treasury  and 
General  Government  Appropriations 
Act,  1999  (Pub.  L.  105-277)  requires 
Federal  agencies  to  issue  a  Family 
Policymaking  Assessment  for  any 
proposed  rule  that  may  affect  family 
well-being.  Today’s  proposed  rule 
would  not  have  any  impact  on  the . 
autonomy  or  integrity  of  the  family  as 
an  institution.  Accordingly,  DOE  has 
concluded  that  it  is  unnecessary  to 
prepare  a  Family  Policymaking 
Assessment. 

G.  Review  Under  Executive  Order  13132 

Executive  Order  13132,  “Federalism,” 
64  FR  43255  (August  4,  1999)  imposes 
certain  requirements  on  agencies 
formulating  and  implementing  policies 
or  regulations  that  preempt  State  law  or 
that  have  federalism  implications.  The 
Executive  Order  requires  agencies  to 
examine  the  constitutional  and  statutory 
authority  supporting  any  action  that 
would  limit  the  policymaking  discretion 
of  the  States  and  to  carefully  assess  the 
necessity  for  such  actions.  The 
Executive  Order  also  requires  agencies 
to  have  an  accountable  process  to 
ensure  meaningful  and  timely  input  by 
State  and  local  officials  in  the 
development  of  regulatory  policies  that 
have  federalism  implications.  On  March 
14,  2000,  DOE  published  a  statement  of  • 
policy  describing  the  intergovernmental 
consultation  process  it  will  follow  in  the 
development  of  such  regulations.  65  FR 
13735.  DOE  has  examined  today’s 
proposed  rule  and  has  determined  that 
it  does  not  preempt  State  law  and  does 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  EPCA  governs  and 
prescribes  Federal  preemption  of  State 
regulations  as  to  energy  conservation  for 
the  equipment  that  is  the  subject  of 
today’s  proposed  rule.  States  can  - 
petition  DOE  for  a  waiver  of  such 
preemption  to  the  extent,  and  based  on 
criteria,  set  forth  in  EPCA.  (42  U.S.C. 
6297)  No  further  action  is  required  by 
Executive  Order  13132. 

H.  Review  Under  Executive  Order  12988 

With  respect  to  the  review  of  existing 
regulations  and  the  promulgation  of 
new  regulations,  section  3(a)  of 
Executive  Order  12988,  “Civil  Justice 
Reform,”  61  FR  4729  (February  7,  1996), 
imposes  on  Federal  agencies  the  general 
duty  to  adhere  to  the  following 
requirements:  (1)  Eliminate  drafting 


errors  and  ambiguity;  (2)  write 
regulations  to  minimize  litigation;  (3) 
provide  a  clear  legal  standard  for 
affected  conduct  rather  than  a  general 
standard;  and  (4)  promote  simplification 
and  burden  reduction.  Section  3(b)  of 
Executive  Order  12988  specifically 
requires  that  Executive  agencies  make 
every  reasonable  effort  so  that  the 
regulation:  (1)  Clearly  specifies  the 
preemptive  effect,  if  any;  (2)  clearly 
specifies  any  effect  on  existing  Federal 
law  or  regulation;  (3)  provides  a  clear 
legal  standard  for  affected  conduct 
while  promoting  simplification  and 
burden  reduction;  (4)  specifies  the 
retroactive  effect,  if  any;  (5)  adequately 
defines  key  terms;  and  (6)  addresses 
other  important  issues  affecting  clarity 
and  general  draftsmanship  under  any 
guidelines  issued  by  the  Attorney 
General.  Section  3(c)  of  Executive  Order 
12988  requires  Executive  agencies  to 
review  regulations  in  light  of  applicable 
standards  in  sections  3(&)  and  3(b)  to 
determine  whether  they  are  met  or  it  is 
unreasonable  to  meet  one  or  morq  of 
them.  DOE  has  completed  the  required 
review  and  determined  that,  to  the 
extent  permitted  by  law,  the  proposed 
rule  meets  the  relevant  standards  of 
Executive  Order  12988. 

/.  Review  Under  the  Treasury  and 
General  Government  Appropriations 
Act,  2001 

Section  515  of  the  Treasury  and 
General  Government  Appropriations 
Act,  2001  (44  U.S.C.  3516,  note) 
provides  for  agencies  to  review  most 
disseminations  of  information  to  the 
public  under  guidelines  established  by 
each  agency  pursuant  to  general 
guidelines  issued  by  0MB.  The  OMB’s 
guidelines  were  published  in  67  FR 
8452  (February  22,  2002),  and  DOE’s 
guidelines  were  published  in  67  FR 
62446  (October  7,  2002).  DOE  has 
reviewed  today’s  proposed  rule  under 
the  OMB  and  DOE  guidelines  and  has 
concluded  that  it  is  consistent  with 
applicable  policies  in  those  guidelines. 

/.  Review  Under  Executive  Order  13211 

Executive  Order  13211,  “Actions 
Concerning  Regulations  That 
Significantly  Affect  Energy  Supply, 
Distribution,  or  Use,”  66  FR  28355  (May 
22,  2001),  requires  Federal  agencies  to 
prepare  and  submit  to  the  Office  of 
Information  and  Regulatory  Affairs 
(OIRA),  Office  of  Management  and 
Budget,  a  Statement  of  Energy  Effects  for 
any  proposed  significant  energy  action. 
A  “significant  energy  action”  is  defined 
as  any  action  by  an  agency  that 
promulgated  or  is  expected  to  lead  to 
promulgation  of  a  final  rule,  and  that  (1) 
is  a  significant  regulatory  action  under 


Executive  Order  12866,  or  any  successor 
order;  and  (2)  is  likely  to  have  a 
significant  adverse  effect  on  the  supply, 
distribution,  or  use  of  energy;  or  (3)  is 
designated  by  the  Administrator  of 
OIRA  as  a  significant  energy  action.  For 
any  proposed  significant  energy  action, 
the  agency  must  give  a  detailed 
statement  of  any  adverse  effects  on 
energy  supply,  distribution,  or  use 
should  the  proposal  be  implemented, 
and  of  reasonable  alternatives  to  the 
action  and  their  expected  benefits  on 
energy  supply,  distribution,  and  use. 
Today’s  regulatory  action  would  not 
have  a  significant  adverse  effect  on  the 
supply,  distribution,  or  use  of  energy 
and  therefore  it  is  not  a  significant 
energy  action.  Accordingly,  DOE  has  not 
prepared  a  Statement  of  Energy  Effects. 

K.  Review  Under  Executive  Order  12630 

DOE  has  determined,  under  Executive 
Order  12630,  “Governmental  Actions 
and  Interference  with  Constitutionally 
Protected  Property  Rights,”  53  FR  8859 
(March  15,  1988),  that  this  proposed 
regulation,  if  promulgated  as  a  final 
rule,  would  not  result  in  any  takings 
that  might  require  compensation  under 
the  Fifth  Amendment  to  the  U.S. 
Constitution. 

L.  Review  Under  Section  32  of  the 
Federal  Energy  Administration  Act  of 
1974 

Under  section  301  of  the  Department 
of  Energy  Organization  Act  (Pub.  L.  95- 
91),  DOE  must  comply  with  section  32 
of  the  Federal  Energy  Administration 
Act  of  1974  (Pub.  L.  93-275),  as 
amended  by  the  Federal  Energy 
Administratiori  Authorization  Act  of 
1977.  When  a  proposed  rule  contains  or 
involves  use  of  commercial  standards, 
the  rulemaking  must  inform  the  public 
of  the  use  and  background  of  such 
standards.  (15  U.S.C.  788  32) 

The  proposed  rule  iqf  orporates 
testing  methods  contained  in  the 
following  commercial  standards:  (1)  ARI 
Standard  1200-2010  “Performance 
Rating  of  Commercial  Refrigerated 
Display  Merchandisers  ana  Storage 
Cabinets;”  and  (2)  AHAM  Standard 
HRF-1-2008,  “Energy,  Performance  and 
Capacity  of  Household  Refrigerators, 
Refrigerator-Freezers  and  Freezers” 
section  3.21,  “Volume,”  and  sections  4.1 
through  4.3,  “Method  for  Computing 
Refrigerated  Volume  of  Refrigerators. 
Refrigerator-Freezers,  Wine  Chillers, 
and  Freezers.”  DOE  has  evaluated  these 
standards  and  is  unable  to  conclude 
whether  they  fully  comply  with  the 
requirements  of  section  323(b)  of  the 
Federal  Energy  Administration  Act  (i.e., 
whether  they  wore  developed  in  a 
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manner  that  fully  provides  for  public 
participation,  comment,  and  review). 

As  required  by  section  32(c)  of  the 
Federal  Energy  Administration  Act  of 
1974  as  amended,  DOE  will  consult 
with  the  Attorney  General  and  the 
Chairman  of  the  Federal  Trade 
Commission  about  the  impact  on 
competition  of  using  the  methods 
contained  in  these  standards  before 
prescribing  a  final  rule. 

V.  Public  Participation 

A.  Attendance  at  Public  Meeting 

The  time  and  date  of  the  public 
meeting  are  listed  in  the  DATES  and 
ADDRESSES  sections  at  the  beginning  of 
this  NOPR.  The  public  meeting  will  be 
held  at  the  U.S.  Department  of  Energy, 
Forrestal  Building,  Room  lE-245, 1000 
Independence  Avenue,  SW., 

Washington,  DC  20585-0121.  To  attend 
the  public  meeting,  please  notify  Ms. 
Brenda  Edwards  at  (202)  586-2945.  Any 
foreign  national  wishing  to  participate 
in  the  meeting  should  advise  DOE  of 
this  fact  as  soon  as  possible  by 
contacting  Ms.  Brenda  Edwards  to 
initiate  the  necessary  procedures. 

B.  Procedure  for  Submitting  Requests  to 
Speak 

Any  person  who  has  an  interest  in 
today’s  notice  or  who  is  a  representative 
of  a  group  or  class  of  persons  that  has 
an  interest  in  these  issues  may  request 
an  opportunity  to  make  an  oral 
presentation.  Such  persons  may  hand- 
deliver  requests  to  speak,  along  with  a 
computer  diskette  or  CD  in  WordPerfect, 
Microsoft  Word,  PDF,  or  text  (ASCII)  file 
format  to  the  address  shown  in  the 
ADDRESSES  section  at  the  beginning  of 
this  NOPR  between  9  a.m.  and  4  p.m. 
Monday  through  Friday,  except  Federal 
holidays.  Requests  may  also  be  sent  by 
mail  or  e-mail  to 
Brenda.Edwards@ee.doe.gov. 

Persons  requesting  to  speak  should 
briefly  describe  the  nature  of  their 
interest  in  this  rulemaking  and  provide 
a  telephone  number  for  contact.  DOE 
requests  persons  selected  to  be  heard  to 
submit  an  advance  copy  of  their 
statements  at  least  two  weeks  before  the 
public  meeting.  At  its  discretion,  DOE 
may  permit  any  person  who  cannot 
supply  an  advance  copy  of  their 
statement  to  participate,  if  that  person 
has  made  advance  alternative 
arrangements  with  the  Building 
Technologies  Program.  The  request  to 
give  an  oral  presentation  should  ask  for 
such  alternative  arrangements. 

C.  Conduct  of  Public  Meeting 

DOE  will  designate  a  DOE  official  to 
preside  at  the  public  meeting  and  may 


also  employ  a  professional  facilitator  to 
aid  discussion.  The  meeting  will  not  be  ' 
a  judicial  or  evidentiary-type  public 
hearing,  but  DOE  will  conduct  it  in 
accordance  with  section  336  of  EPCA. 

(42  U.S.C.  6306)  A  court  reporter  will 
record  the  proceedings  and  prepare  a 
transcript.  DOE  reserves  the  right  to 
schedule  the  order  of  presentations  and 
to  establish  the  procedures  governing 
the  conduct  of  the  public  meeting.  After 
the  public  meeting,  interested  parties 
may  submit  further  comments  on  the 
proceedings  as  well  as  on  any  aspect  of 
the  rulemaking  until  the  end  of  the 
comment  period. 

The  public  meeting  will  be  conducted 
in  an  informal  conference  style.  DOE 
will  present  summaries  of  comments 
received  before  the  public  meeting, 
allow  time  for  presentations  by 
participants,  and  encourage  all 
interested  peuties  to  share  their  views  on 
issues  affecting  this  rulemaking.  Each 
participant  will  be  allowedT  to  make  a 
prepared  general  statemerit  (within 
DOE-determined  time  limits)  prior  to 
the  discussion  of  specific  topics.  DOE 
will  permit  other  participants  to 
comment  briefly  on  any  general 
statements. 

At  the  end  of  all  prepared  statements 
on  a  topic,  DOE  will  permit  participants 
to  clarily  their  statements  briefly  and 
comment  on  statements  made  by  others. 
Participants  should  be  prepared  to 
answer  questions  from  DOE  and  other 
participants  concerning  these  issues. 
DOE  representatives  may  also  ask 
questions  of  participants  concerning 
other  matters  relevant  to  this 
rulemaking.  The  official  conducting  the 
public  meeting  will  accept  additional 
comments  or  questions  from  those 
attending,  as  time  permits.  The 
presiding  official  will  announce  any 
further  procedural  rules  or  modification 
of  the  above  procedures  that  may  be 
needed  for  the  proper  conduct  of  the 
public  meeting. 

DOE  will  make  the  entire  record  of 
this  proposed  rulemaking,  including  the 
transcript  from  the  public  meeting, 
available  for  inspection  at  the  U.S. 
Department  of  Energy,  6th  Floor,  950 
L’Enfant  Plaza,  SW.,  Washington,  DC 
20024,  (202)  586-2945,  between  9  a.m. 
and  4  p.m.  .Monday  through  Friday, 
except  Federal  holidays.  The  transcript 
will  also  be  available  on  DOE’s  Web  site 
at :  h  ttp  ://wwwl .  eere.  energy.gov/ 
buildings/appliancejstandards/ 
commercial/ 

refrigeration_equipment.html. 

D.  Submission  of  Comments 

DOE  will  accept  comments,  data,  and 
other  information  regarding  the 
proposed  rule  before  or  after  the  public 


meeting,  but  no  later  than  the  date 
provided  at  the  beginning  of  this  NOPR. 
Please  submit  comments,  data,  and 
other  information  electronically  to  CRE- 
2010-TP-0034@ee.doe.gov.  Submit 
electronic  comments  in  WordPerfect, 
Microsoft  Word,  PDF,  or  text  (ASCII)  file 
format  and  avoid  the  use  of  special 
characters  or  any  form  of  encryption. 
Comments  in  electronic  format  should 
be  identified  by  the  docket  number 
EERE-2010-BT-TP-0034  and/or  RIN 
1904-AC40  and  wherever  possible  carry 
the  electronic  signature  of  the  author. 

No  telefacsimiles  (faxes)  will  be 
accepted. 

According  to  10  CFR  1004.11,  any 
person  submitting  information  that  he 
or  she  believes  to  be  confidential  and 
exempt  by  law  frctoi  public  disclosure 
should  submit  two  copies:  One  copy  of 
the  document  including  all  the 
information  believed  to  be  confidential 
and  one  copy  of  the  document  with  the 
information  believed  to  be  confidential 
deleted.  DOE  will  make  its  own 
determination  as  to  the  confidential 
status  of  the  information  and  treat  it 
according  to  its  determination. 

Factors  of  interest  to  DOE  when 
evaluating  requests  to  treat  submitted 
information  as  confidential  include  (1) 

A  description  of  the  items;  (2)  whether 
and  why  such  items  are  customarily 
treated  as  confidential  within  the 
industry;  (3)  whether  the  information  is 
generally  known  by  or  available  from 
other  sources;  (4)  whether  the  , 
information  has  previously  been  made 
available  to  others  without  obligation 
concerning  its  confidentiality;  (5)  an 
explanation  of  the  competitive  injury  to 
the  submitting  person  which  would 
result  from  public  disclosure;  (6)  a  date 
upon  which  such  information  might 
lose  its  confidential  nature  due  to  the 
passage  of  time;  and  (7)  why  disclosure 
of  the  information  would  be  contrary  to 
the  public  interest. 

E.  Issues  on  Which  DOE  Seeks  Comment 

Although  comments  are  welcome  on 
all  aspects  of  this  rulemaking,  DOE  is 
particularly  interested  in  receiving 
comments  on  following  issues: 

1.  DOE’s  conclusion  that  the  proposed 
test  procedure  changes  would  not  be 
unduly  burdensome  to  conduct. 

2.  The  burden  to  manufacturers 
associated  with  testing  NSF  Type  II 
equipment  at  the  standard  test 
condition. 

^3.  The  burden  to  test  other  energy 
efficiency  technologies  other  than  those 
explicitly  accounted  for  in  this  test 
procedure  revision,  namely  night 
curtains  and  lighting  occupancy  sensors 
and  scheduled  control. 
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4.  Updating  the  referenced  industry  ' 
test  procedures  to  the  most  current 
version. 

5.  The  proposal  for  the  incorporation 
of  night  curtains  into  the  DOE  test 
procedure. 

6.  The  proposed  calculation  method 
for  treatment  of  lighting  occupancy 
sensors  and  controls  in  the  DOE  test 
procedure  for  commercial  refrigeration 
equipment.  Specifically,  DOE  requests 
comment  on  the  values  assumed  for  the 
time  period  when  lighting  is  off  or 
reduced  due  to  lighting  occupancy 
sensors  or  controls  and  the  factor  used 
to  scale  the  amount  of  heat  produced  by 
case  lighting. 

,7.  The  provision  for  testing 
commercial  refrigerators  that  cannot  be 
tested  at  38  °F  at  the  lowest  application 
product  temperature. 

8.  The  number  of  small  businesses  in 
the  CRE  market. 

9.  The  certification  that  the  proposed 
test  procedure  changes  will  not  have  a 
significant  impact  on  a  substantial 
number  of  small  entities. 

VI.  Approval  of  the  Office  of  the 
Secretary 

The  Secretary  of  Energy  has  approved 
publication  of  this  NOPR. 

List  of  Subjects  in  10  CFR  Part  431 

Administrative  practice  and 
procedure,  Confidential  business 
information.  Energy  conservation  test 
procedures,  Incorporation  by  reference. 
Reporting  and  recordkeeping 
requirements. 

Issued  in  Washington,  DC,  on  November 
10,  2010. 

Cathy  Zoi. 

Assistant  Secretary,  Energy  Efficiency  and 
Renewable  Energy. 

For  the  reasons  set  forth  in  the 
preamble,  DOE  proposes  to  amend  part 
431  of  title  10,  Code  of  Federal 
Regulations,  to  read  as  follows:  ' 

PART  431— ENERGY  EFFICIENCY 
PROGRAM  FOR  CERTAIN 
COMMERCIAL  AND  INDUSTRIAL 
EQUIPMENT. 

1.  The  authority  citation  for  part  431 
continues  to  read  as  follows: 

Authority:  42  U.S.C.  6291-6317. 

2.  Section  431.62  is  amended  by 
adding  in  alphabetical  order  the 
definitions  of  “lighting  control”, 
“lighting  occupancy  sensor”,  “lowest 
application  product  temperature”,  and 
“night  curtain”  to  read  as  follows”: 

§431.62  Definitions  concerning 
commerciai  refrigerators,  freezers  and 
refrigerator-freezers. 

*  *  *  *  * 


Lighting  control  means  an  electronic 
device  that  automatically  adjusts  the 
lighting  in  a  display  case  at  scheduled 
times  throughout  the  day. 

Lighting  occupancy  sensor  means  an 
electronic  device  that  uses  passive 
infrared,  ultrasonic,  or  other  motion¬ 
sensing  technology  to  detect  the 
presence  of  a  customer  or  employee, 
allowing  the  lights  within  the 
equipment  to  be  turned  off  or  dimmed 
when  no  motion  is  detected  in  the 
sensor’s  coverage  area. 

Lowest  application  product 
temperature  means  the  lowest 
integrated  average  product  temperature 
achievable  and  maintainable  within  ±2 
°F  for  the  duration  of  the  test. 

Night  curtain  means  a  device  that  is  • 
temporarily  employed  to  decrease  air 
exchange  and  heat  transfer  between  the 
refrigerated  case  and  the  surrounding 
environment. 

***** 

3.  Section  431.63  is  amended  by 
revisihg  paragraphs  (b)(1),  (c) 
introductory  text,  and  (c)(1)  to  read  as 
follows: 

§431.63  Materials  incorporated  by 
reference. 

***** 

(b)  *  *  * 

(1)  ANSI/AHAM  HRF-1-2008, 
(“HRF-1-2008”),  Energy  and  Internal 
Volume  of  Refrigerating  Appliances, 
including  errata  issued  November  17, 
2009,  IBR  approved  for  ^  431.64. 

*  *  *  *  * 

(c)  AHRl.  Air-Conditioning,  Heating 
and  Refrigeration  Institute,  2111  Wilson 
Blvd,  Suite  500,  Arlington,  VA  22201, 
(703)  524-8800,  ahri@ahrinet.org,  or 
http:// WTiTV.  ahri n  et.org/ Con  ten  t/ 
StandardsProgram_20.aspx. 

(1)  AHRI  Standard  1200-2010  (“AHRI 
Standard  1200-2010”),  Performance 
Rating  of  Commercial  Refrigerated 
Display  Merchandisers  and  Storage 
Cabinets,  2010,  IBR  approved  for 
§§431.64  and  431.66. 
***** 

4.  Section  431.64  is  amended  by 
revising  paragraph  (b)  to  read  as  follows: 

§  431 .64  Uniform  test  method  for  the 
measurement  of  energy  consumption  of 
commercial  refrigerators,  freezers,  and 
refrigerator-freezers. 

***** 

(b)  Testing  and  calculations. 
Determine  the  daily  energy 
consumption  of  each  covered 
commercial  refrigerator,  freezer,  or 
refrigerator-freezer  by  conducting  the 
test  procedure  set  forth  in  the  Air- 
Conditioning  and  Refrigeration  Institute* 
(ARI)  Standard  1200-2010, 

“Performance  Rating  of  Commercial 


Refrigerated  Display  Merchandisers  aijd 
Storage  Cabinets,”  section  3, 

“Definitions,”  section  4,  “Test 
Requirements,”  and  section  7,  “Symbols 
and  Subscripts.”  (Incorporated  by 
reference,  see  §431.63)  For  each 
commercial  refrigerator,  freezer,  or 
refrigerator-freezer  with  a  self-contained 
condensing  unit,  also  use  ARI  Standard 
1200-2010,  section  6,  “Rating 
Requirements  for  Self-contained 
Commercial  Refrigerated  Display 
Merchandisers  and  Storage  Cabinets.” 
(Incorporated  by  reference,  see  §431.63) 
For  each  commercial  refrigerator, 
freezer,  or  refrigerator-freezer  with  a 
remote  condensing  unit,  also  use  ARI 
Standard  1200-2006,  section  5,  “Rating 
Requirements  for  Remote  Commercial 
Refrigerated  Display  Merchandisers  and 
Storage  Cabinets.”  (Incorporated  by 
reference,  see  §431.63) 

(1)  For  open  display  cases  sold  with 
night  curtains  installed,  the  night 
curtain  shall  be  employed  for  6  hours, 

3  hours  after  the  start  of  a  defrost 
period.  Upon  the  completion  of  the  6- 
hour  period,  the  night  curtain  shall  be 
raised  until  the  completion  of  the  24- 
hour  test  period. 

(2)  For  commercial  refrigerators, 
freezers,  and  refrigerator-freezers  sold 
with  lighting  occupancy  sensors, 
scheduled  lighting  controls,  or  lighting 
occupancy  sensors  and  scheduled 
lighting  controls  installed  on  the  unit, 
the  effect  on  daily  energy  consumption 
will  be  calculated  using  the  variables 
that  are  defined  as: 

CECa  is  the  Alternate  Compressor 
Energy  Consumption  (kilowatt-hours); 

LECsc  is  the  lighting  energy 
consumption  of  internal  case  lights  with 
lighting  occupancy  sensors  and  controls 
deployed  (kilowatt-hours): 

Pii  is  the  rated  power  of  lights  when 
they  are  fully  on  (watts); 

Pii(off)  is  the  power  of  lights  when  they 
are  off  (watts); 

Piiidim)  is  the  power  of  lights  when 
they  are  dimmed  (watts); 

‘TDEC„  is  the  total  daily  energy 
consumption  with  lights  fully  on,  as 
measured  by  AHRI  Standard  1200-2010 
(kilowatt-hours): 

tdim  is  the  time  period  which  the  lights 
are  dimmed  due  to  the  use  of  lighting 
occupancy  sensors  or  scheduled 
controls  (hours); 

tdim.cmtrois  is  the  time  case  lighting  is 
dimmed  due  to  the  use  of  lighting 
controls  (hours): 

ttiim,sensors  is  the  time  case  lighting  is 
dimmed  due  to  the  use  of  lighting 
occupancy  sensors  (hours); 

U  is  the  time  period  when  lights 
would  be  on  without  lighting  occupancy 
sensors  or  controls  (24  hours): 
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t„ff  is  the  time  period  which  the  lights 
are  off  due  to  the  use  of  lighting 
occupancy  sensors  or  scheduled 
controls  (hours); 

tofi.coniroh  is  the  time  case  lighting  is  off 
due  to  the  use  of  lighting  controls 
(hours);  ' 


toff.sehsors  is  the  time  case  lighting  is  off 
due  to  the  use  of  lighting  occupancy 
sensors  (hours);  and 

tsc  is  the  time  period  when  lighting  is 
fully  on  with  lighting  occupancy 
sensors  and  controls  enabled  (hours). 


(i)  For  both  self-contained  and  remote 
condensing  commercial  refrigerators, 
freezers,  and  refrigerator-freezers — 

(A)  Calculate  the  LECsc  using  the 
•  following  equation: 


tel  «  tag)  f  (P)j(ofr)  «  tgtf)  +  (PnCdlEH)  ^ 


ClQQQl 


In  the  equation  Wt  and  tuim  are 
determined  based  on  the  sum  of  any 
contribution  from  lighting  occupancy 
sensors  and  scheduled  controls  which 
dim  or  turn  off  lighting,  respectively,  as 
show'n  in  the  following  equation: 


The  sum  of  tsc,  Wf,  and  tdim  should  equal 
24  hours  and  the  total  time  period 


during  which  the  lights  are  off  or 
dimmed  shall  not  exceed  10.8  hours. 
The  time  the  case  lighting  is  off  or 
dimmed  due  to  scheduled  lighting 

controls  (tofCcontroIs  01*  tdim.comrols,  aS 

applicable)  will  be  8  hours  for  those 
cases  with  lighting  controls  installed. 
The  time  the  case  lighting  is  off  or 
dimmed  due  to  lighting  occupancy 

sensors  (Cff^sensors  m*  tdim. sensors,  aS 

applicable)  will  be  10.8  hours  for  cases 
with  lighting  occupancy  sensors  * 
installed.  For  cases  with  lighting 


occupancy  sensors  and  scheduled 
lighting  controls  installed,  the  time  the 
case  lighting  is  off  or  dimmed  due  to 
lighting  occupancy  sensors  (tofi, sensors  oi; 
tdim.sensors,  as  applicable)  will  be  2.8 
hours  and  the  time  the  c'ase  lighting  is 
off  or  dimmed  due  to  scheduled  lighting 

controls  (toff.controls  d*  hlim.controls,  aS 

applicable)  will  be  8  hours. 

(B)  Calculate  the  CECa  using  the  ' 
following  equation: 


0.75  a 


S.41Z1  x(lbc„-  Pb 


Where  EER  represents  the  energy 
efficiency  ratio  from  Table  1  in  AHRI 
Standard  1200-2010  (incorporated  by 
reference,  see  §  431.63)  for  remote 
condensing  equipment  or  the  values 
shown  in  the  following  table  for  self- 
contained  equipment: 

EER  FOR  Self-Contained  Commer¬ 
cial  Refrigerated  Display  Mer¬ 
chandisers  AND  Storage  Cabi¬ 
nets 

Operating  temperature  EER 

_ class _ j  BtuA/V 

Medium  .  .  11.26 

Low  .  7.14 

Ice  Cream  .  4.8C 


’  EER  values  for  operating  temperature 
classes  are  calculated  based  on  the  average 
EER  value  of  all  equipment  in  that  class  which 
was  analyzed  as  part  of  the  previous  (2009) 
rulemaking.  This  does  not  include  equipment 
for  which  standards  v;ere  set  by  Congress  in 
EPACT  2005  (VCT,  VCS,  HCT,  HCS,  and 
SOC  at  M  and  L  temperatures)  or  classes  for 
which  standards  were  set  using  extension 
multipliers  in  the  2009  rulemaking  (VOP.SC.L, 
SVO.SC.L,  VOP.SC.I,  SVO.SC.I,  HZO.SC.I, 
VOP.SC.I,  SVO.SC.I,  HZO.SC.I,  HCS.SC.I, 
SOC.SC.I). 

2  These  values  only  represent  compressor 
EER  and  do  not  include  condenser  fan  energy 
use. 

(ii)  For  remote  condensing 
commercial  refrigerators,  freezers,  and 
refrigerator-freezers  with  lighting 
occupancy  sensors,  controls,  or  lighting 
occupancy  sensors  and  controls 
installed,  the  revised  compressor  energy 
consumption  (CECr)  shall  be  the  CECa 
added  to  the  compressor  energy 
consumption  (CEC)  measured  in  AHRI 
Standard  1200-2010.  (Incorporated  by 


reference,  see  §  431.63)  The  CDEC  for 
the  entire  case  shall  be  the  sum  of  the 
CECr  and  LECsc  (as  calculated  above) 
and  the  fan  energy  consumption  (FEC), 
anti-condensate  energy  consumption 
(AEC),  defrost  energy  consumption 
(DEC),  and  condensate  evaporator  pan 
energy  consumption  (PEC)  ("as  measured 
in  AHRI  Standard  1200-2010). 

(iii)  For  self-contained  commercial 
refrigerators,  freezers,  and  refrigerator- 
freezers  with  lighting  occupancy 
sensors,  controls,  or  lighting  occupancy 
sensors  and  controls  installed,  the  TDEC 
for  the  entire  case  shall  be  the  sum  of 
total  daily  energy  consumption  as 
measured  by  the  AHRI  Standard  1200- 
2010  (incorporated  by  reference,  see 
§  431.63)  test  with  the  lights  fully  on 
(TDECo)  and  CECa,  less  the  decrease  in 
lighting  energy  use  due  to  occupancy 
sensors  and  controls,  as  shown  in  the 
following  equation. 


TDHC  -T»BCg+  CBCa-  LEC„) 


(3)  Conduct  the  testing  required  in 
paragraphs  (b)(1)  and  (2)  of  this  section, 
and  determine  the  daily  energy 
consumption,  at  the  applicable 
integrated  average  temperature  in  the 


following  table.  The  integrated  average 
temperature  is  determined  using  the 
required  test  method.  If  a  refrigerator  or 
medium  temperature  unit  is  not  able  to 
be  tested  at  the  specified  integrated 


average  temperature  of  38  °F,  the  unit 
may  be  tested  at  the  lowest  application 
product  temperature,  as  defined  in 
§431.61. 


I 
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Category 

Test  procedure 

Integrated  average 
temperatures 

(i)  Refrigerator  with  Solid  Door(s)  . 

ARI  Standard  1200-2010* 

38  °F  (±2  °F). 

(ii)  Refrigerator  with  Transparent  Door(s) . 

ARI  Standard  1200-2010* 

38  °F  (±2  °F). 

(iii)  Freezer  with  Solid  Door(s)  . ? . 

ARI  Standard  1200-2010* 

0  °F  (±2  “F). 

(iv)  Freezer  with  T ransparent  Door(s)  . . 

ARI  Standard  1200-2010* 

0  °F  (±2  °F). 

(v)  Refrigerator-Freezer  with  Solid  Door(s)  . . 

ARI  Standard  1200-2010* 

38  °F  (±2  °F)  for  refrigerator  compartment. 

0  °F  (±2  °F)  for  freezer  compartment. 

(vi)  Commercial  Refrigerator  with  a  Self-Contained  Condensing 
Unit  Designed  for  Pull-Down  Temperature  Applications  and 
Transparent  Doors. 

ARI  Standard  1200-2010* 

38  °F  (±2  °F). 

(vii)  Ice-Cream  Freezer . 

ARI  Standard  1200-2010* 

-15.0  ^F  (±2  °F). 

(viii)  Commercial  Refrigerator,  Freezer,  and  Refrigerator-Freezer 
with  a  Self-Contained  Condensing  Unit  and  without  Doors. 

ARI  Standard  1200-2010* 

(A)  For  low  temperature  applications,  the  in¬ 
tegrated  average  temperature  of  ail  test 
package  averages  shall  be  0  “F  (±2  °F). 

(B)  For  medium  temperature  applications, 
the  integrated  average  temperature  of  all 
test  package  averages  shall  be  38.0  °F 
(±2  °F). 

(ix)  Commercial  Refrigerator,  Freezer,  and  Refrigerator-Freezer 
with  a  Remote  Condensing  Unit. 

ARI  Standard  1200-2010*  .... 

i 

(A)  For  low  temperature  applications'  the  in¬ 
tegrated  average  temperature  of  all  test 
package  averages  shall  be  0  ‘’F  (±2  °F). 

(B)  For  medium  temperature  applications, 
the  integrated  average  temperature  of  all 
test  package  averages  shall  be  38.0  °F 
(±2  °F). 

.  *  Incorporated  by  reference,  see  §431 .63. 


(4)  Determine  the  volume  of  each 
covered  commercial  refrigerator,  freezer, 
or  refrigerator-freezer  using  the 
methodology  set  forth  in  the  AHAM 
HRF-1-2008,  “Energy  and  Internal 
Volume  of  Refrigerating  Appliances,” 
(incorporated  hy  reference,  see  §  431.63) 
section  3.30,  “Volume,”  and  sections  4.1 
through  4.3,  “Method  for  Computing 
Refrigerated  Volume  of  Refrigerators, 
Refrigerator-Freezers,  Wine  Chillers  and 
Freezers.” 
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ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  Under  section  215  of  the 
Federal  Power  Act,  the  Federal  Energy 
Regulatory  Commission  proposes  to 
approve  three  new  Interconnection 
Reliability  Operations  and  Coordination 
Reliability  Standards  and  seven  revised 
Reliability  Standards  related  to 
Emergency  Preparedness  and 


Operations,  Interconnection  Reliability 
Operations  and  Coordination,  and 
Transmission  Operations.  These 
proposed  Reliability  Standards  were 
submitted  to  the  Commission  for 
approval  by  the  North  American  Electric 
Reliability  Corporation,  which  the 
Commission  has  certified  as  the  Electric 
Reliability  Organization  responsible  for 
developing  and  enforcing  mandatory 
Reliability  Standards.  The  proposed 
Reliability  Standards  were  designed  to 
prevent  instability,  uncontrolled 
separation,  or  cascading  outages  that 
adversely  impact  the  reliability  of  the 
interconnection  by  ensuring  prompt 
action  to  prevent  or  mitigate  instances 
of  exceeding  Interconnection  Reliability 
Operating  Limits.  The  Commission  also 
proposes  to  approve  the  addition  of  two 
new  terms  to  the  NERC  Glossary  of 
Terms.  In  addition,  pursuant  to  section 
215(d)(5)  of  the  Federal  Power  Act,  the 
Commission  proposes  to  direct  NERC  to 
develop  a  modification  to  the  proposed 
term  “Real-time  Assessment”  to  address 
a  specific  concern  identified  by  the 
Commission.  The  Commission  raises 
some  concerns  with  regard  to  certain 
aspects  of  NERC’s  proposals  and,  based 
on  the  responses  from  NERC  and 
industry,  may  choose  to  direct  certain 
modifications  to  the  proposed  new  and 
revised  Reliability  Standard,  as  well  as 
the  new  Glossary  Terms,  as  discussed 
below. 

DATES:  Comments  are  due  January  24, . 
2011. 

ADDRESSES:  You  may  submit  comments, 
identified  by  docket  number  and  in 


accordance  with  the  requirements 
posted  on  the  Commission’s  Web  site, 
http://www.ferc.gov.  Comments  may  be 
submitted  by  any  of  the  following 
methods: 

•  Agency  Web  site:  Documents 
created  electronically  using  word 
processing  software  should  be  filed  in 
native  applications  or  print-to-PDF 
format,  and  not  in  a  scanned  format,  at 
h  ttp ://  www.ferc.gov/docs-filing/ 
efiling.asp. 

•  Mail/Hand  Delivery:  Commenters 
unable  to  file  comments  electronically 
must  mail  or  hand-deliver  an  original 
copy  of  their  comments  to:  Federal 
Energy  Regulatory  Commission, 
Secretary  of  the  Commission,  888  First 
Street,  NE.,  Washington,  DC  20426. 
These  requirements  can  be  found  on  the 
Commission’s  Web  site,  see,  e.g.,  the 
“Quick  Reference  Guide  for  Paper 
Submissions,”  available  at 

http :// WWW. fere. gov/ docs- filing/ 
efiling.asp  orvia  phone  from  FERC 
Online  Support  at  (202)  502-6652  or 
toll-free  at  1-866-208-3676. 

FOR  FURTHER  INFORMATION  CONTACT: 
Darrell  Piatt  (Technical  Information), 
Office  of  Electric  Reliability,  Division 
of  Reliability  Standards,  Federal 
Energy  Regulatory  Commission,  888 
First  Street,  NE.,  Washington,  DC 
20426,  Telephone:  (202)  502-6687; 

A.  Cory  Lankford  (Legal  Information), 
Office  of  the  General  Counsel,  Federal 
Energy  Regulatory  Commission,  888 
First  Street,  NE.  Washington,  DC 
20426,  Telephone:  (202)  502-6711;  ’ 

William  Edwards  (Legal  Information), 
Office  of  the  General  Counsel,  Federal 
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Energy  Regulatory  Commission,  888 
First  Street,  NE.,  Washington,  DC 
20426,  Telephone:  (202)  502-6669. 
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Notice  of  Proposed  Rulemaking 

1.  Under  section  215  of  the  Federal 
Power  Act  (FPA),^  the  Federal  Energy 
Regulatory  Commission  (Commission) 
proposes  to  approve  three  new 
Interconnection  Reliability  Operations 
and  Coordination  (IRO)  Reliability 
Standards  and  seven  revised  Reliability 
Standards  related  to  Emergency 
Preparedness  and  Operations  (EOP), 
IRO,  and  Transmission  Operations 
.  (TOP).  The  proposed  Reliability 
Standards  were  submitted  to  the 
Commission  for  approval  by  the  North 
American  Electric  Reliability 
Corporation  (NERC),  which  the 
Commission  has  certified  as  the  Electric 
Reliability  Organization  (ERO) 
responsible  for  developing  and 
enforcing  mandatory  Reliability 
Standards. 2  The  proposed  Reliability 
Standards  were  designed  to  prevent 
instability,  uncontrolled  separation,  or 
cascading  outages  that  adversely  impact 
the  reliability  of  the  interconnection  by 
ensuring  prompt  action  to  prevent  or 
mitigate  instances  of  exceeding 
interconnection  reliability  operating 
limits  (IROL).  The  Commission  also 
proposes  to  approve  the  addition  of  two 
new  terms  to  the  NERC  Glossary  of 
Terms  (NERC  Glossary).  In  addition, 
pursuant  to  section  215(d)(5)  of  the 
Federal  Power  Act,  the  Commission 


’  16  U.S.C.  8240. 

2  North  American  Electric  Reliability  Corp.,  116 
FERC  1  61,062,  order  on  reh’g  &■  compliance,  117 
FERC  ^  61,126  (2006^  afed  sub  nom.  Alcoa,  Inc. 
V.  FERC,  564  F,3d  1342  (DC  Cir.  2009). 


proposes  to  direct  NERC  to  develop  a 
modification  to  the  proposed  term 
“Real-time  Assessment”  to  address  a 
specific  concern  identified  by  the 
Commission.  The  Commission  raises 
some  concerns  with  regard  to  certain 
aspects  of  these  proposals  and,  based  on 
the  responses  from  NERC  and  from 
industry,  may  choose  to  direct  certain 
modifications  to  the  proposed  new  and 
revised  Reliability  Standard,  as  well  as 
the  new  Glossary  Terms,  as  discussed 
below. 

2.  The  three  new  Reliability  Standards 
proposed  by  NERC  are  designated  as 
IRO-008-1  (Reliability  Coordinator 
Operational  Analyses  and  Real-time 
Assessments),  IRO— 009-1  (Reliability 
Coordinator  Actions  to  Operate  Within 
IROLs),  and  IRO-OlO-la^  (Reliability 
Coordinator  Data  Specification  and 
Collection).  In  preparing  these  new 
Reliability  Standards,  the  standards 
drafting  team  determined  that  it  was 
necessary  to  retire  or  modify  certain 
requirements  from  several  existing 
standards.  Accordingly;  NERC  requests 


^  NERC  designates  the  version  niunber  of  a 
Reliability  Standard  as  the  last  digit  of  the 
Reliability  Standard  number.  Therefore,  original 
Reliability  Standards  end  with  “-0”  and  modified 
version  one  Reliability  Standards  end  with  “-1.” 

The  NERC  Board  of  Trustees  approved  the  proposed 
IRO-010-1  Reliability  Standard  on  October  17, 
2008.  Subsequently,  on  August  5,  2009,  the  NERC 
Board  of  Trustees  approved  an  interpretation  to  the 
proposed  IRO-010— 1  standard.  Accordingly,  NERC 
is  requesting  approval  of  ooth  the  proposed 
standard  and  the  appended  interpretation,  and 
NERC  has  designated  the  proposed  standard  and 
appended  interpretation  as  IRO-OlO-la. 


Commission  approval  of  revised 
Reliability  Standards  EOP-001-2,‘*  IRO- 
002-2,  IRO-004-2,  IRO-005-3,  and 
TOP-006-2,  NERC  also  proposes  to  add 
the  following  new  terms  to  the  NERC 
Glossary:  “Operational  Planning 
Analysis”  and  “Real-time  Assessment.”  ® 

I.  Background 

A.  Mandatory  Reliability  Standards 

3.  Section  215  of  the  FPA  requires  a 
Commission-certified  ERO  to  develop 
mandatory  and  enforceable  Reliability 
Standards,  which  are  subject  to 
Commission  review  and  approval.  Once 
approved,  the  Reliability  Standards  are 


'•  Concurrent  with  its  filing  in  this  Docket,  NERC 
filed  a  petition  in  Docket  No.  RMlO-1 6-000  seeking 
approval  of  certain  Emergency  Preparedness  and 
Operations  Reliability  Standards.  l^RC,  Petition  for 
Approval  of  Three  Emergency  Preparedness  and 
Operations  Reliability  Standards,  Docket  No, 
RMlO-16-000  (filed  Dec.  31,  2009).  As  part  of  its 
filing  in  RMlO-16-000,  NERC  proposed  to  retire 
Requirement  R3.4  of  EOP-001-0.  Each  petition 
proposes  unique  changes  to  EOP-001-0  reflecting 
the  distinct  issues  addres.sed  by  the  respective 
Reliability  Standards  drafting  teams.  NERC 
indicated  in  both  petitions  that  it  could  not 
anticipate  the  sequence  in  which  the  Commission 
would  act  and  therefore  included  two  sets  of 
proposed  amendments  to  EOP-001-0  in  each 
petition.  The  Commission  will  clarify  upon 
issuance  of  Final  Rules  in  each  proceeding  which 
revised  version  of  EOP-001-0  it  is  addressing  in  its 
determination. 

®The  proposed  new  Reliability  Standards  and 
other  modified  Reliability  Standards  are  not 
codified  in  the  CFR  and  are  not  attached  to  the 
NOPR.  They  are,  however,  available  on  the 
Commission’s  eLibrary  document  retrieval  system 
in  Docket  No.  RM10-.-1 .5-000  and  are  available  on 
the  ERO’s  Web  site,  http://www.nerc.com. 
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enforced  by  the  ERO,  subject  to 
Commission  oversight,  or  by  the 
Commission  independently. 

B.  Order  No.  693  Directives 

4.  On  March  16,  2007,  the 
Commission  issued  Order  No.  693, 
approving  83  of  the  107  initial 
Reliability  Standards  filed  by  NERC, 
including  the  existing  IRO  Reliability 
Standards.®  Under  section  215(d)(5)  of 
the  FPA,  the  Commission  directed 
NERC  to  develop  modifications  to  the 
IRO  Reliability  Standards  to  address 
certain  issues  identified  by  the 
Commission. 

5.  With  respect  to  IRO-001-1,  the 
Commission  directed  the  ERO  to 
develop  modifications  to  eliminate  the 
regional  reliability  organization  as  an 
applicable  entity.^  The  Commission  also 
directed  the  ERO  to  modify  IRO-002-1 
to  require  a  minimum  set  of  capabilities 
that  must  he  made  available  to  the 
reliahility  coordinator  to  ensure  that  a 
reliability  coordinator  has  the 
capabilities  it  needs  to  perform  its 
functions.®  With  respect  to  IRO— 003— 2, 
the  Commission  directed  the  ERO  to 
develop  a  modification  to  create  criteria 
to  define  the  term  “critical  facilities”  in 
a  reliability  coordinator’s  area  and  its 
adjacent  systems.®  The  Commission  also 
directed  the  ERO  to  modify  IRO— 004-1 
to  require  the  next-day  analysis  to 
identify  control  actions  that  can  be 
implemented  and  effective  within  30 
minutes  after  a  contingency.  In  addition, 
the  Commission  directed  the  ERO  to 
consider  adding  Measures  and  Levels  of 
Non-Compliance  to  Reliability 
Standards  IRO-004-1  and  IR6-005-1 
that  are  commensurate  with  the 
magnitude,  duration,  frequency  and 
causes  of  the  violations  and  whether 
these  occur  during  normal  or 
contingency  conditions.^® 

6.  The  Commission  also  directed  the 
ERO  to  conduct  a  survey  on  IROL 
practices  and  actual  operating  ' 
experiences  by  requiring  reliability 
coordinators  to  report  any  violations  of 
IROLs,  their  causes,  the  date  and  time, 
the  durations  and  magnitudes  in  which 
actual  operations  exceed  IROLs  to  the 
ERO  on  a  monthly  basis  for  one  year 

®  Mandatory  Reliability  Standards  for  the  Bulk- 
Power  System,  Order  No.  693,  72  FR  16416  (Apr. 

4,  2007),  FERC  Stats.  &  Regs.  ^  31,242,  order  on 
reh’g,  Order  No.  693-A,  120  FEftC  ^  61,053  (2007), 

’’Order  No.  693,  FERC  Stats.  &  Regs.  ^  31,242  at 
P896. 

“Id.  P  908. 

"W.  P914. 

^°Id.  P  935.  NERC  lias  subsequently  replaced 
Levels  of  Non-Compliance  with  Violation  Severity 
Levels.  See  Order  on  Violation  Severity  Levels 
Proposed  by  the  Electric  Reliability  Organization, 
123  FERC  H  61,284  (Violation  Severity  Level  Order), 
order  on  reh'g,  125  FERC  I  61,212  (2008). 


beginning  two  months  after  the  effective 
date  of  Order  No.  693.^^  On  October  31, 
2008,  NERC  filed  the  results  of  its  year¬ 
long  survey  with  the  Commission. On 
February  8,  2009,  NERC  supplemented 
those  results  in  a  second  filing, 

11.  Discussion 

7.  In  a  December  31,  2009  filing 
(NERC  Petition),^^  NERC  requests 
Commission  approval  of  proposed 
Reliability  Standards  IRO-008-1,  IRO- 
009-1,  and  IRO-OlO-la.  NERC  contends 
that  these  new  Reliability  Standards 
would  address  certain  Commission 
directives  from  Order  No.  693.  In 
developing  the  new  IRO  Reliability 
Standards,  NERC  determined  that  it  was 
necessary  to  retire  or  modify  certain 
requirements  from  several  existing 
standards.  Accordingly,  NERC  proposes 
revised  Reliability  Standards  EOP-001- 
1,  IRO-002-2,  IRO-004-2,  IRO-005-3, 
TOP-003-1,  TOP-005-2,  and  TOP- 
006-2.  NERC  also  requests  approval  of 
new  definitions  “Operational  Planning 
Analysis”  and  “Real-time  Assessment.” 

8.  As  discussed  below,  the 
Commission  proposes  to  approve  new 
Reliability  Standards  IRO-008-1,  IRO- 
009-1,  and  IRO-OlO-la.  The 
Commission  also  proposes  to  approve 
revised  Reliability  Standards  EOP-001- 
1,  IRO-002-2,  IRO-004-2,  IRO-005-3, 
TOP-003-1,  TOP-005-2,  and  TOP- 
006-2  as  well  as  the  two  new  NERC 
Glossary  terms. 

9.  In  addition,  the  Commission  seeks 
comment  on  specific  concerns  related  to 
the  proposed  IRO  Reliability  Standards, 
as  set  forth  below. 

A.  System  Operating  Limits 

10.  To  maintain  the  reliable  operation 
of  the  Bulk-Power  System,  reliability 
coordinators,  balancing  authorities,  and 
transmission  operators  must  be  aware  of 
the  applicable  system  operating  limits 
(SOLs)  and  interconnection  reliability 
operating  limits  (IROLs)  on  their  system. 
NERC  defines  SOLs  as  the  value  (such 
as  MW,  MVar,  Amperes,  Frequency  or 
Volts)  thaj  satisfies  the  most  limiting  of 
the  prescribed  operating  criteria  for  a 
specific  system  configuration  to  ensure 
operation  within  acceptable  reliability 
criteria.  These  SOLs  are  based  upon 
certain  operating  criteria.  IROLs  are, 
essentially,  a  subset  of  SOLs.  NERC 


'■■/d.  P951. 

NERC.  Compliance  Filing,  Docket  No.  RM06- 
16-006  (filed  Oct.  31,  2008). 

NERC,  Compliance  Filing,  Docket  No.  RM06- 
16-006  (filed  Feb.  8,  2009). 

North  American  Electric  Reliability  Corp.,  Dec. 
31,  2009  Petition  for  Approval  of  Proposed  New 
and  Revised  Reliability  Standards  for  Operating 
Within  Intertonnection  Operating  Limits  (NERC 
Petition). 


defines  IROLs  as  the  value  (such  as  MW, 
MVar,  Amperes,  Frequency  or  Volts) 
derived  from,  or  a  subset  of  the  SOLs, 
which  if  exceeded,  could  expose  a 
widespread  area  of  the  bulk  electric 
system  to  instability,  uncontrolled 
separation,  or  cascading  outages.^® 

NERC  Proposal 

11.  The  proposed  IRO  Reliability 
Standards  together  with  the  proposed 
revisions  to  existing  Reliability 
Standards  would  divide  responsibility 
for  SOLs  and  IROLs  between  reliability 
coordinators  and  transmission  operators 
according  to  the  Functional  Model. i® 
NERC  explains  that  having  two  entities 
with  the  same  primary  responsibility  is 
not  supported  by  the  Functional  Model. 
However,  NERC  notes  that  the  proposed 
Reliability  Standards  should  not  imply 
that  the  reliability  coordinator  will  not 
look  at  its  future  operations  with  respect 
to  specific  SOLs.^^  NERC  states  that  the 
reliability  coordinator  must  look  at  its 
future  operations  with  respect  to 
specific  SOLs  to  ensure  that  their 
transmission  operators  are  taking 
actions  at  appropriate  times,  but  the 
primary  responsibility  for  SOLs  rests 
with  the  transmission  operators.  NERC 
explains  that,  under  tha proposed 
Reliability  Standards,  the  reliability 
coordinator  retains  overall  visibility  of 
all  operations  within  its  Wide-Area 
view,  including  some  SOLs,  although 
the  transmission  operator  is  primarily 
responsible  for  actions  related  to 
SOLs.^®  NERC  states  that  the  IRO 
standards  were  developed  in  support  of 
the  authority  and  assignment  of  tasks  in 
the  Functional  Model. NERC  explains 
that  under  the  Functional  Model,  while 
reliability  coordinators  will  assign  their 
transmission  operators  tasks  associated 
with  IROLs,  the  reliability  coordinator 
has  ultimate  responsibility  for  these 
tasks,  and  the  reliability  coordinator  is 
sanctioned  if  these  tasks  are  not 
performed  as  required  by  the  Reliability 
Standards. 20 

12.  NERC  explains  that,  under  the 
Functional  Model,  the  reliability 
coordinator  is  the  functional  entity  with 
the  highest  level  of  responsibility  and 
authority  for  real-time  reliability  of  the 
Bulk-Power  System.  NERC  states  that 
the  reliability  coordinator  is  responsible 


See  NERC  Glossary,  available  at  http:// 
ww'w.nerc.com/docs/standards/rs/ 

Glossary _of_Terms_201  OA  pril20.pdf. 

’®NERC,  Reliability  Functional  Model,  version  5, 
at  30  (Nov.  2009),  available  at  http:// 

WWW. nerc.com /files/ 

FunctionalJModel_V5_Final_2009Decl.pdf. 
’^NERC  Petition  at  77. 

’S/d.  at78. 

’9/d.  at7-9. 

29 /d.  at  8. 
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for  identifying  the  subset  of  SOLs  that 
are  known  as  IROLs,  and  may  direct  its 
transmission  operators  to  take  actions 
associated  with  IROLs.  In  assigning  a 
single  task  to  a  single  functional  entity, 
under  the  Functional  Model,  the 
reliability  coordinator  is  the  sole 
functional  entity  responsible  for 
developing  IROLs  and  for  actions  to 
prevent/mitigate  instances  of  exceeding 
IROLs.  While  the  transmission  operator 
has  no  “direct”  responsibility  for 
developing  IROLs,  the  transmission 
operator  may  be  assigned  the  task  of 
developing  some  IROLs,  monitoring 
real-time  values  against  identified 
IROLs,  and  taking  actions  to  prevent 
reaching  an  IROL  or  to  mitigate  an 
instance  of  exceeding  an  IROL. 

However,  the  transmission  operator 
only  performs  these  tasks  when  directed 
to  do  so  by  its  reliability  coordinator.^^ 

13.  NERC  further  explains  that,  in  a 
similar  fashion,  the  Functional  Model 
assigns  responsibility  for  SOLs  that  are 
not  IROLs  to  the  transmission  operator. 
But,  NERC  states,  this  too  is  a  shared 
responsibility. 22  NERC  states  that  where 
the  Transmission  Operator  has  primary 
responsibility  for  developing  the  SOLs 
within  its  transmission  operator  area, 
the  transmission  operator  may  request 
the  assistance  of  its  reliability 
coordinator  in  developing  these  SOLs. 

In  addition,  NERC  states  that  it  is  the 
reliability  coordinator  that  is  held 
responsible  for  ensuring  that 
transmission  operators  develop  SOLs  for 
its  reliability  coordinator  area  in 
accordance  with  a  methodology 
developed  by  the  reliability  coordinator. 
NERC  states  that  the  transmission 
operator  must  share  its  SOLs  with  its 
reliability  coordinator,  and  the 
reliability  coordinator  must  share  any 
SOLs  it  develops  with  its  transmission 
operator.  NERC  also  states  that  the 
reliability  coordinator  monitors  the 
status  of  some,  but  not  all,  SOLs. 

14.  According  to  NERC,  the  reliability 
coordinator’s  visualization  capabilities 
are  not  expected  to  display  all  SOLs 
within  the  Wide-Area  that  the  reliability 
coordinator  monitors  because  this 
would  mix  SOLs  that  have  little  impact 
on  reliability  with  those  SOLs  that  are 
associated  with  facilities  that  are 
important  to  the  Bulk-Power  System. 
NERC  states  that  the  reliability 
coordinator’s  visualization  capabilities 
are  expected  to  display  the  real-time 
status  of  parameters  against  all  IROLs 
that  the  reliability  coordinator  monitors 
and  also  display  the  subset  of  SOLs 
associated  with  facilities  that  are  most 
critical  to  the  portions  of  the  Bulk- 


2>/d. 

22/c/.  at9. 


Power  System  that  are  monitored  by  the 
reliability  coordinator. 

15.  Under  proposed  new  Reliability 
Standards,  IRO-008-1,  IRO-009-1,  and 
IRO-OlO-la,  reliability  coordinators 
must  monitor  and  analyze  IROLs  within 
their  Wide-Area  to  prevent  instability, 
uncontrolled  separation,  or  cascading 
outages  that  adversely  impact  the 
reliability  of  the  interconnection.  These 
Reliability  Standards  would  not  require 
the  reliability  coordinator  to  monitor 
and  analyze  SOLs  other  than  IROLs 
within  their  reliability  coordinator  area. 
Similarly,  NERC’s  proposed  revisions  to 
Reliability  Standards  EOP-001-1,  IRO- 
002-2,  IRO-004-2,  IRO-005-3,  TOP- 
003-1,  TOP-005-2,  and  TOP-006-2, 
inter  alia,  would  remove  requirements 
for  the  reliability  coordinator  to  monitor 
and  analyze  SOLs  other  than  IROLs. 

Discussion 

16.  We  believe  that  it  is  appropriate 
to  develop  requirements  for  Reliability 
Standards  that  offer  a  clear  division  of 
responsibilities  among  reliability 
coordinators  and  transmission 
operators.  We,  therefore,  propose  to 
approve  NERC’s  proposed  division  of 
responsibility  for  SOLs  and  IROLs 
among  reliability  coordinators  and 
transmission  operators.  Although  we 
support  NERC’s  proposal  and  propose 
here  to  approve  it  with  only  a  limited 
directive  regarding  one  proposed 
definition,  we  are  also  seeking 
comments  from  NERC  and  industry  to 
obtain  further  information  and  ensure 
that  there  will  not  be  gaps  in  the 
analysis  of  SOLs  by  reliability 
coordinators  going  forward,  particularly 
those  SOLs  that  could  become  IROLs. 
NERC  acknowledges  in  its  filing  that  the 
transmission  operator  must  develop  and 
share  its  SOLs  with  its  reliability 
coordinator,  and  the  reliability 
coordinator  must  develop  and  share  any 
SOLs  it  develops  with  its  transmission 
operator.23  NERC  also  states  that  the 
reliability  coordinator  monitors  the 
status  of  some,  but  not  all,  SOLs. 24  In 
addition,  the  Commission  is  aware  that 
NERC  is  currently  working  on  a  project 
to  identify  a  subset  of  SOLs,  other  than 
IROLs,  that  a  reliability  coordinator 
must  continuously  monitor  and 
analyze.25  Taken  together,  NERC’s 
statements  and  its  ongoing  project 
indicate  a  need  for  reliability 
coordinators  to  continue  to  analyze 
certain  SOLs.  We,  therefore,  seek 
comment  on  whether  there  is  a  need  for 


23  Id. 

Id. 

23  NERC  identifies  this  as  “Project  2007-03:  Real¬ 
time  Operations,”  available  at  http:// 
www.nerc.com/filez/standards/Real-  * 
time_Operations_Project_2007-03.html. 


reliability  coordinators  to  continue  to 
analyze,  in  addition  to  continuing  to  • 
monitor  and  coordinate  data  on,26  SOLs 
other  than  IROLs. 

17.  Since  the  ERO  has  stated  that 
responsibility  for  the  SOLs  is  shared 
between  the  reliability  coordinator  and 
their  transmission  operators,  we  also 
believe  it  may  be  beneficial  for  the 
reliability  coordinator  to  have  a 
documented  methodology  for 
identifying  the  SOL  information  it  needs 
to  fulfill  its  responsibilities  for 
monitoring,  day  ahead  and  real-time 
assessments,  and  operational  control 
within  the  reliability  coordinator’s  area. 
We  seek  comment  on  this  matter. 

18.  In  addition,  we  request  comment 
from  NERC,  reliability  coordinators,  and 
other  interested  entities  on  the  current 
practices  of  reliability  coordinators  and 
transmission  operators  with  respect  to 
coordinating  operational  responsibilities 
for  monitoring,  day  ahead  and  real-time 
assessments:  and  operating  SOLs  and 
IROLs,  the  practical  division  of 
responsibilities  for  preventing  and 
mitigating  SOL  and  IROL  violations, 
and  the  monitoring  capabilities  of  the 
reliability  coordinator  with  respect  to 
IROLs  as  well  as  SOLs.  The  Commission 
further  seeks  comment  as  to  whether  a 
reliability  coordinator  can  provide  an 
accurate  assessment  of  the  Bulk-Power 
System  to  its  transmission  operators  on 
a  Wide-Area  basis,  without  evaluating: 
(1)  The  operating  environment  on  SOLs 
that  will  impact  the  transmission 
operators  within  the  reliability 
coordinator’s  areas:  (2)  SOLs  that  have 
the  potential  to  become  IROLs:  and  (3) 
the  existing  IROLs  within  the  reliability 
coordinator  area.  In  addition,  the 
Commission  seeks  comments  as  to 
whether  a  transmission  operator  can 
provide  reliable  operating  assessments, 
or  make  reliable  operating  instructions 
on  an  SOL  that  is  on  the  border  between 
two  different  transmission  operator’s 
areas.  The  Commission  also  requests 
comment  on  whether  the  reliahility 
coordinator  should  have  responsibility 
to  monitor  certain  SOLs  other  than 
•IROLs,  and  whether  such  a 
responsibility  would  place  an 
unreasonable  burden  on  reliability 
coordinators.  If  a  reliability  coordinator 
should  monitor  certain  SOLs  other  than 
IROLs,  comments  should  address  in 
detail  hov.  reliability  coordinators 
should  determine  which  SOLs  to 
monitor. 

19.  The  Commission  has  noted  that 
NERC  Standard  IRO-006,  Transmission 


26  Existing  reliability  standards  that  NERC  does 
not  propose  to  change  here  continue  to  require 
reliability  coordinators  to  monitor  SOLs.  See 
Reliability  Standard  IRC)-002-l  Requirement  R6. 
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Loading  Relief  (TLR),  requires  the 
reliability  coordinators  in  the  Eastern 
Interconnection  to  relieve  overloads  on 
the  facilities  modeled  in  the  Interchange 
Distribution  Calculator  (IDC).  IRO-006 
requires  the  reliability  coordinator  to 
model  the  SOLs  and  IROLs  in  the  IDC 
to  perform  the  TLR  procedures.  The 
Commission  seeks  comments  on  how 
the  reliability  coordinators  in  the 
Eastern  Interconnections  selects  the 
SOLs  for  evaluation  by  the  IDC  and  the 
extent  of  any  burden  this  has  caused  the 
reliability  coordinator. 

20.  The  NERC  Functional  Model  is  a 
reference  document  developed  by  NERC 
that  outlines  functions  for  each 
responsible  entity  in  the  NERC 
Reliability  Standards.^’’  NERC  explains 
in  its  filing  that  the  NERC  Functional 
Model  was  developed  hy  first 
identifying  all  of  the  operating  tasks 
necessary  for  reliability,  and  then 
assigning  each  of  these  operating  tasks 
to  a  single  functional  entity.^”  NERC 
states  that  this  approach  results  in  a 
clear  identification  of  a  single  functional 
entity  with  responsibility  for  each 
reliability  task.  However,  NERC  also 
states  that  in  later  versions  of  the 
Functional  Model,  there  are 
circumstances  where  the  Functional 
Model  assigns  some  activities  to  more 
than  one  planning  entity.?®  NERC 
explains  that,  under  the  Functional 
Model,  the  reliability  coordinator  is 
responsible  for  identifying  the  subset  of 
SOLs  known  as  IROLs  and  that  the 
transmission  operator  is  responsible  for 
other  SOLs.  But  the  Functional  Model 
assigns  a  much  broader  role  to  the 
reliability  coordinator  to  maintain  the 
real-time  operating  reliability  of  the 
bulk  electric  system  within  its  area.  The 
Commission  seeks  comments  from 
NERC  and  the  public  as  to  how  the 
current  Functional  Model  represents  the 
delineation  of  assessirient  and  operating 
responsibilities  between  the  reliability 
coordinator  and  transmission  operator 
with  respect  to  SOLs  and  IROLs. 

21.  Based  on  the  foregoing,  the 
Commission  proposes  to  approve  the 
proposed  new  and  revised  Reliability 
Standards  without  modification  (with 
the  exception  of  the  limited  directive 
proposed  below),  as  they  appear  to  be 
an  improvement  over  the  existing 
Reliability  Standards  with  respect  to  the 
division  of  responsibilities  between 


2’' NERC,  Reliability  Functional  Model,  version  5 
at  30  (Nov.  2009),  available  at  http:// 
www.nerc.com/files/ 

Functional_Model_V5_Final_2009Dicl  .pdf.  NERC 
developed  the  current  version  of  the  Functional 
Model  after  it  developed  the  proposed  Reliability 
Standards. 

^®NERC  Petition  at  7. 
at  7  n.9. 


reliability  coordinators  and 
transmission  operators.  Our  intent  in 
seeking  comments  from  NERC  and 
industry  in  this  NOPR  is  to  better 
understand  the  proposed  division  of 
responsibilities,  as  well  as  the  future 
modifications  to  those  responsibilities 
that  NERC  intends  to  pursue. 

B.  Proposed  New  Reliability  Standards 
1.  IRO-008-1 

22.  Proposed  Reliability  Standard 
IRO-008-1  has  the  stated  purpose  of 
preventing  instability,  uncontrolled 
separation,  or  cascading  outages  that 
adversely  impact  the  reliability  of  the 
interconnection  by  ensuring  that  the 
Bulk  Electric  System  is  assessed  during 
the  operations  horizon.  The  proposed 
Reliability  Standard  applies  to 
reliability  coordinators.  IRO-008-1 
requires  the  reliability  coordinator  to 
use  analyses  and  assessments  as 
methods  of  achieving  the  stated  goal. 
The  Reliability  Standard  requires 
analysis  of  the  reliability  coordinator’s 
Wide-Area®®  ahead  of  time  and  during 
real-time.  It  also  requires 
communication  with  the  entities  that 
need  to  take  specific  operational  actions 
based  on  the  analyses  and  assessments. 

23.  Reliability  Standard  IRO-008-1 
contains  three  requirements. 
Requirement  Rl  requires  each  reliability 
coordinator  to  perform  an  Operational 
Planning  Analysis  to  assess  whether  the 
planned  operations  for  the  next  day 
within  its  Wide  Area,  will  exceed  any 
of  its  IROLs  during  anticipated  normal 
and  contingency  event  conditions. 
Requirement  R2  requires  the  reliability 
coordinator  to  perform  a  Real-Time 
Assessment  at  least  once  every  30 
minutes  to  determine  if  its  Wide  Area  is 
exceeding  any  IROLs  or  is  expected  to 
exceed  any  IROLs.  Requirement  R3 
requires  a  reliability  coordinator  to 
share  the  results  of  an  Operational 
Planning  Analysis  or  Real-Time 
Assessment  that  indicates  the  need  for 
specific  operational  actions  to  prevent 
or  mitigate  an  instance  of  exceeding  an 
IROL  with  those  entities  that  are 
expected  to  take  those  actions. 

24.  NERC  explains  that  IRO-008-1, 
Requirement  Rl  does  not  specify  any 
single  application  program  that  all 
reliability  coordinators  must  use 
because  the  Requirement  assumes  that 
the  reliability  coordinator  has  a  suite  of 


■■’“The  term  “Wide-Area”  is  defined  in  the  NERC 
Glossarv,  approved  by  the  Commission.  As  defined, 
Wide-Area  includes  not  only  the  reliability 
coordinator’s  Area,  but  also  critical  flow  and  status 
information  from  adjacent  reliability  Coordinator 
areas  as  determined  by  detailed  system  studies  to 
allow  the  calculation  of  IROLs.  See  NERC  Glossary 
available  at  http://www.nerc.com/docs/standards/ 
rs/Glossary_of_  T erms_20 1 OA  pril20.pdf. 


applications  that  it  can  use  to  conduct 
its  assessment,  verified  as  part  of  the 
certification  process.  NERC  notes  that 
having  the  ability  to  conduct  a  day- 
ahead  contingency  analysis  is  a 
requirement  for  reliability  coordinator 
certification. 

25.  NERC  also  requests  approval  of 
two  new  terms  that  appear  in  IRC)-008- 
1:  “Operational  Planning  Analysis”  and 
“Real-time  Assessment.”  Operational 
Planning  Analysis  is  defined  as: 

An  analysis  of  the  expected  system 
conditions  for  the  next  day’s  operation.  (That 
analysis  may  be  performed  either  a  day  ahead 
or  as  much  as  12  months  ahead.)  Expected 
system  conditions  include  things  such  as 
load  forecast(s),  generation  output  levels,  and 
known  system  constraints  (transmission 
facility  outages,  generator  outages,  eqOipment 
limitations,  etc.). 

NERC  states  that  the  definition  was 
designed  to  provide  greater  specificity 
regarding  the  day-ahead  study.  NERC 
explains  that  the  term  “unique”  used  in 
the  currently-effective  IRO-004-J 
causes  confusion.  NERC  states  that  in 
the  event  there  are  no  changes  to  the 
expected  conditions  from  one  day  to  the 
next,  the  reliability  coordinator  would 
not  be  forced  to  conduct  a  new  analysis 
of  the  expected  system  conditions  solely 
to  have  documentation  for  compliance. 

26.  The  proposed  term  “Real-time 
Assessment”  is  defined  as  “[a]n 
examination  of  existing  and  expected 
system  conditions,  conducted  by 
collecting  and  reviewing  immediately 
available  data.”  The  purpose  of  the  new 
term  is. to  assure  that  the  reliability 
coordinator  is  required  to  conduct  a 
real-time  assessment,  including 
situations  when  the  reliability 
coordinator  is  operating  without  its 
primary  control  facilities,  by  collecting 
and  reviewing  available  data.  NERC 
explains  that  the  definition  of  Real-Time 
Assessment  is  purposefully  ambiguous 
to  allow  the  assessment  to  be  conducted 
either  through  the  energy  management 
system  or  manually. 

NOPR  Proposal 

27.  We  agree  with  NERC  that  the 
proposed  Reliability  Standard  IRO-008- 
1  would  prevent  instability, 
uncontrolled  separation,  or  cascading 
outages  that  adversely  impact  the 
reliability  of  the  interconnection  by 
ensuring  that  the  bulk  electric  system  is 
assessed  during  the  operations  horizon. 
In  addition,  the  Commission  recognizes 
NERC’s  effort  to  create  a  body  of  IRO 
Reliability  Standards  that  clearly  define 
which  functional  entity  has  the  ultimate 
responsibility  for  SOLs  and  IROLs. 
Accordingly,  pursuant  to  section 
215(d)(2)  of  the  FPA,  the  Commission 
proposes  to  approve  Reliability 


71618  *  Federal  Register / Vol.  75,  No.  226 / Wednesday,  November  24,  2010 /Proposed  Rules 


Standards  IRO-OOS-l,  as  just, 
reasonable,  not  unduly  discriminatory 
or  preferential,  and  in  the  public 
interest.  To  ensure  that  the  proposed 
changes  are  supported  by  the  Functional 
Model,  the  Commission  requests 
comment  whether  the  proposed 
Reliability  Standards,  such  as  IRO-OOS- 
1,  appropriately  resolve  the  division  of 
responsibilities  for  SOLs  and  IROLs  or 
whether  some  level  of  sharing  of 
responsibility  needs  to  exist. 

28.  The  Commission  also  proposes  to 
approve  the  addition  of  two  new 
definitions  to  the  NERC  Glossary: 
“Operational  Planning  Analysis”  and 
“Real-time  Assessment”  with  limited 
modification,  as  discussed  below. 
Although  the  proposed  definition  of 
Operational  Planning  Analysis  would  ^ 
permit  entities  to  use  an  analysis  of  the 
expected  system  conditions  for  the  next 
day’s  operation  that  was  performed  up 
to  twelve  months  earlier,  the  discretion 
to  use  an  existing  analysis  is  limited  to 
circumstances  where  the  expected 
system  conditions,  such  as  load 
forecasts,  generation  output  levels,  and 
known  system  constraints  are  the  same 
for  both  days.  Nevertheless,  the 
Commission  requests  comments  from 
NERC  and  the  public  on  the  prudence 
of  using  an  Operational  Planning 
Analysis  up  to  twelve  months  old.  We 
request  comment  on  whether  this 
timeframe  is  reasonable  or  whether  the 
timeframe  should  be  shorter  to  ensure 
that  the  analysis  is  not  outdated.  In 
addition,  the  Commission  also  seeks 
comments  from  NERC  and  the  public  on 
whether  the  definition  should  include 
measurable  criteria  needed  to  determine 
whether  it  is  appropriate  to  use  an 
existing  analysis. 

29.  In  addition,  the  Commission  seeks 
comment  on  the  meaning  of 
“immediately  available  data”  within  the 
proposed  definition  of  Real-Time 
Assessment.  Requirement  R6  of 
proposed  Reliability  Standard  IRO-002- 
2  would  require  reliability  coordinators 
to  have  adequate  analysis  capabilities 
such  as  state  estimation,  pre-  and  post¬ 
contingency  analysis  capabilities 
(thermal,  stability,  and  voltage),  and 
wide-area  overview  displays.^i  Thus,  it 
appears  that  any  immediately  available 
data  used  by  the  reliability  coordinator 
in  the  development  of  a  Real-time 
Assessment  should  be  data  obtained 
from  one  of  these  analysis  capabilities. 
We  believe  this  could  be  clearer. 
Accordingly,  under  section  215(d)(5)  of 
the  FPA,  the  Commission  proposes  to 


As  discussed  below,  NERC  proposes  to  revise 
IRO-002-1  by  removing  one  provision, 

Requirement  R2.  Thus,  Requirement  R6  of  proposed 
IRO-002-2  is  the  same  as  Requirement  R7  of  the 
existing  version  1  Reliability  Standard. 


direct  NERC  to  modify  the  definition  of 
“Real-time  Assessment”  to  specify  that 
the  type  of  data  to  be  relied  upon  by  a 
reliability  coordinator  in  conducting  a 
Real-time  Assessment  must  be  based  on 
adequate  analysis  capabilities  such  as 
those  referenced  in  Requirement  R6  of 
IRO-002-2  when  the  tools  are  available. 

2.  IRO-009-1 

30.  As  proposed,  Reliability  Standard 
IRO-009-1  is  designed  to  prevent 
instability,  uncontrolled  separation,  or 
cascading  outages  that  adversely  impact 
the  reliability  of  the  interconnection  by 
“ensuring  prompt  action  to  prevent  or 
mitigate  instances  of  exceeding 
[IROLs].”  Proposed  Reliability  Standard 
IRO-009-1  applies  only  to  reliability 
coordinators. 

31.  For  each  IROL  that  the  reliability 
coordinator  identifies  one  or  more  days 
in  advance,  the  reliability  coordinator 
must,  under  Requirements  Rl  and  R2, 
have  one  or  more  operating  processes, 
procedures,  or  plans  that  identify 
actions  it  shall  take  that  can  be 
implemented  in  time  to  prevent 
exceeding  those  IROLs  and  to  mitigate 
the  magnitude  and  duration  of 
exceeding  that  IROL  such  that  the  IROL 
is  alleviated  within  the  maximum  time 
duration  allowed  for  a  violation  of  an 
IROL.  Reliability  Standard  IRO-009-1 
refers  to  the  maximum  response  period 
for  alleviating  an  IROL  as  its  “IROL 
Tv.”  32  Under  Requirements  R3  and  R4, . 
the  reliability  coordinator  must  use 
those  operating  processes,  procedures, 
or  plans  to  prevent  and  mitigate  IROLs. 
If  reliability  coordinators  cannot  agree 
on  the  value  for  an  IROL  or  its  IROL  Tv, 
Requirement  R5  would  require  each 
reliability  coordinator  that  monitors  that 
facility  to  use  the  most  conservative 
value. 

NOPR  Proposal 

32.  The  Commission  agrees  that 
having  action  plans  developed  and 
implemented  with  respect  to  IROLs  to 
prevent  instability,  uncontrolled 
separation,  or  cascading  outages  that 
adversely  impact  the  reliability  of  the 
interconnection  increases  the  likelihood 
that  reliability  coordinators  will  take 
appropriate  action.  Accordingly,  under 
section  215(d)(2)  of  the  FPA,  the 
Commission  proposes  to  approve 
Reliability  Standard  IRO-OG9-1,  as  just, 
reasonable,  not  unduly  discriminatory 


The  NERC  Glossary  of  Terms  defines  “IROL  Tv” 
as: 

The  maximum  time  that  an  Interconnection 
Reliability  Operating  Limit  can  be  violated  before 
the  risk  to  the  interconnection  or  other  Reliability 
Coordinator  Areas  becomes  greater  than  acceptable. 
Each  Interconnection  Reliability  Operating  Limit's 
Tv  shall  be  less  than  or  equal  to  30  minutes. 


or  preferential,  and  in  the  public 
interest.  However,  as  discussed  above, 
the  Commission  requests  comment  on 
the  extent  that  reliability  coordinators 
should  have  action  plans  developed  and 
implemented  with  respect  to  other  SOLs 
apart  from  IROLs  and  if  so,  which  SOLs. 

3.  IRO-OlO-la 

33.  NERC  proposes  the  addition  of  a 
new  Reliability  Standard,  IRO-OlO-la  • 
to  the  current  suite  of  IRO  Reliability 
Standards.  lRO-010-la  is  designed  to 
prevent  instability,  uncontrolled 
separation,  or  cascading  outages  that 
adversely  impact  the  reliability  of  the 
interconnection  by  mandating  that  the 
reliability  coordinator  have  the  data  it 
needs  to  monitor  and  assess  the 
operation  of  its  reliability  coordinator 
Area. 

34.  The  requirements  in  the 
Reliability  Standard  specify  a  formal 
request  process  for  the  reliability 
coordinator  to  explicitly  identify  the 
data  and  information  it  needs  for 
reliability;  and  require  the  entities  with 
the  data  to  provide  it  as  requested.  The 
Reliability  Standard  applies  to  the 
reliability  coordinator  and  to  the  other 
functional  entities  that  must  supply  data 
to  the  reliability  coordinator.  33  This 
includes  entities  that  have  been 
identified  as  owners,  users,  or  operators 
of  the  bulk-power  system. 

35.  Because  the  interpretation  for 
IRO— 010— 1  was  completed  before  the 
filing  of  IRO-010-1,  NERC  requests 
Commission  approval  of  IRO-i)10-la, 
which  includes  the  standard  as 
interpreted.  The  WECC  Reliability 
Coordination  Subcommittee  requested 
clarification  on:  (1)  The  type  of  data  to 
be  supplied  to  the  reliability 
coordinator:  (2)  which  entities  are 
ultimately  responsible  for  ensuring  data 
are  provided;  and  (3)  what  actions  are 
expected  of  the  reliability  coordinator 
regarding  a  “mutually  acceptable 
format.” 

36.  In  response  to  the  questions  posed 
by  the  WECC  Reliability  Coordination 
Subcommittee,  NERC’s  interpretation 
team  clarified  that  the  data  to  be 
supplied  in  Requirement  R3  applies  to 
the  documented  specification  for  data 
and  information  referenced  in 
Requirement  Rl.  They  also  explained 
that  the  intent  of  Requirement  R3  is  for 
each  responsible  entity  to  ensure  that  its 
data  and  information  (as  stated  in  the 
documented  specification  in 


The  requirements  in  the  standard  are  ' 
specifically  applicable  to  the  following  functional 
entities:  (1)  Reliability  coordinator;  (2)  balancing 
authority;  (3)  generator  owner;  (4)  generator 
operator;  (5)  interchange  authority;  (6)  load-serving 
entity;  (7)  transmission  operator;  and  (8) 
transmission  owner. 
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Requirement  Rl)  are  provided  to  the 
reliability  coordinator.  NERC’s 
interpretation  team  stated  that  another 
entity  may  provide  that  data  or 
information  to  the  reliability 
coordinator  on  behalf  of  the  responsible 
entity,  but  the  responsibility  remains 
with  the  responsible  entity.  Finally, 
they  explained  that  Requirement  Rl.2 
mandates  that  the  parties  will  reach  a 
mutual  agreement  with  respect  to  the 
format  of  the  data  and  information.  Jf 
the  parties  can  not  mutually  agree  on 
the  format,  it  is  expected  that  they  will 
negotiate  to  reach  agreement  or  enter 
into  dispute  resolution  to  resolve  the 
disagreement. 

NOPR  Proposal 

37.  Under  section  215(d)(2)  of  the 
FPA,  the  Commission  proposes  to 
approve  Reliability  Standard  IRO-010- 
la,  including  the  proposed 
interpretation,  as  just,  reasonable,  not 
unduly  discriminatory  or  preferential, 
and  in  the  public  interest.  However,  the 
Commi.ssion  notes  that  the  requirements 
of  Reliability  Standard  IRO-OlO-la  do 
not  require  reliability  coordinators  to 
specify  a  li.st  of  minimum  data  needed 
for  reliable  operation  of  the  Bulk-Power 
System.  The  Commission  is  concerned 
that,  without  such  a  minimum  list, 
neighboring  reliability  coordinators 
could  experience  problems  regarding 
compatibility  and,  therefore,  conimon 
understanding  of  data.  For  example,  if 
differing  data  requirements  were 
specified  by  adjacent  reliability 
coordinators,  the  analysis  performed  by 
one  could  indicate  a  more  severe  result 
from  a  possible  contingency  and  result 
in  conflicting  operating  procedures  for 
mitigation  of  risk  to  the  Bulk-Power 
System.  Therefore,  the  Commission 
requests  comments  from  the  ERO  and 
industry  on  whether  a  minimum  list  of 
data  is  necessary  for  the  effective 
sharing  of  data  between  neighboring 
reliability  coordinators  and,  if  so,  what 
data  should  be  included.  The 
Commission  also  requests  comments 
from  NERC  and  the  industry  on  how 
compatibility  of  data  between 
neighboring  reliability  coordinators  can 
be  assured  absent  a  li.st  of  minimum 
data  as  part  of  this  proposed  Reliability 
Standard. 

C.  Proposed  Revised  Reliability 
Standards 

1.  EOP-001-1 

38.  NERC  proposes  to  retire 
Requirement  R2  of  Reliability  Standard 
EOP-001-0.  To  implement  this  revision, 
NERC  proposes  a  revised  Reliability 


Standard  EOP-OOi-1.  The  purpose  of 
EOP-001-1  is  to  require  each 
transmission  operator  and  balancing 
authority  to  develop,  maintain,  and 
implement  a  set  of  plans  to  mitigate 
operating  emergencies.  These  plans 
need  to  be  coordinated  with  other 
transmission  operators  and  balancing 
authorities,  and  the  reliability 
coordinator.  Revised  Reliability 
Standard  EOP-001-1  would  apply  only 
to  balancing  authorities  and 
transmission  operators. 

39.  NERC  contends  that,  upon  IRO- 
009-1  becoming  effective.  Requirement 
R2  hf  EOP-001-0  should  be  retired. 
Under  Requirement  R2  transmission 
operators  must  have  an  emergency  load 
reduction  plan  for  all  identified  IROLs. 
NERC  contends  that  this  requirement 
would  no  longer  be  appropriate  upon 
IRO-009-1  becoming  effective  because 
the  reliability  coordinator,  not  the 
transmission  operator,  is- responsible  for 
developing  plans  for  mitigating  IROLs. 
Accordingly,  NERC  requests  approval  of 
EQP-001-1,  which  is  identical  to 
existing  Reliability  Standard  EOP-001- 
0  except  for  the  retirement  of 
Requirement  R2. 

40.  NERC  contends  that  the  proposed 
new  Requirements  Rl  and  R2  of  IRO- 
009-1  combined  with  the  revisions  in 
proposed  Reliability  Standard  EOP- 
001-1  address  the  Commission’s 
directives  in  Order  No.  693  to  modify 
EOP-001-0  to  include  the  reliability  * 
coordinator  as  an  applicable  entity  and 
to  require  the  reliability  coordinator  to 
act  to  mitigate  IROL  violations  within 
30  minutes. 35  In  developing  IRO-009-1, 
NERC  states  that  the  drafting  team 
determined  that  there  are  some  IROLs 
that  must  be  resolved  in  a  time  frame 

*  that  is  shorter  than  30  minutes. 
Accordingly,  Requirement  R2  of  IRO- 
009-1  requires  that  each  action  plan 
developed  to  resolve  an  IROL  must  be 
capable  of  being  executed  such  that  the 
IROL  is  relieved  within  its  IROL  Tv.  In 
addition.  Requirement  R4  of  IRO-009- 
1  requires  the  reliability  coordinator  to 
act,  without  delay,  when  actual  system 
conditions  'show  that  there  is  an 
instance  of  exceeding  an  IROL. 

NOPR  Proposal 

41.  Under  section  215(d)(2)  of  the 
FPA,  the  Commission  proposes  to 
approve  Reliability  Standard  EOP-001- 
1  as  just,  reasonable,  not  unduly 
discriminatory  or  preferential,  and  in 
the  public  interest.  The  Commission 
also  proposes  to  find  that  the  ERO  has 


35  Order  No.  693,  FERC  Slats.  &  RegS.  ^  31,242  at 
P  548,  556,  566. 


satisfied  the  first  and  second  directives 
from  P  566  of  Order  No.  693.3*^ 

2.  IRO-n()2-2 

42.  NERC  proposes  to  retire 
Requirement  R2  of  Reliability  Standard 
IRO-002-1.  To  implement  this  revision, 
NERC  requests  Commission  approval  of 
revised  Reliability  standard  IRO-002-2. 
The  purpose  of  IRO-002-2  is  to  provide 
reliability  coordinators  with  the 
information,  tools  and  other  capabilities 
that  they  need  to  perform  their 
responsibilities.  IRO-002-2  would 
apply  only  to  reliability  coordinators. 

43.  Requirement  R2  of  IRO-002-1 
requires  each  reliability  coordinator  to 
determine  the  data  requirements  to 
support  its  reliability  coordinator  Uisks 
and  to  request  such  data  from  its 
transmission  operators,  balancing 
authorities,  transmission  owners, 
generation  owners,  generation  operators, 
and  load-serving  entities,  or  adjacent 
reliability  coordinators.  NERC  explains 
that  proposed  Reliability  Standard  IRO- 
010-la  (discussed  above)  requires  the 
reliability  coordinator  to  develop  and 
distribute  a, data  specification  to  ensure 
that  entities  provide  data  as  needed  to 
support  monitoring,  analyses,  and 
assessments.  NERC  contends  that  the 
proposed  requirements  are  more  explicit 
*than  the  associated  requirement  in 
Reliability  Standard  IRO-002-1. 

44.  Reliability  Standard  IRO-002-2 
^  continues  to  require  each  reliability 

coordinator  to  monitor  SOLs  other  than 
IROLs  both  within  its  reliability 
coordinator  area  and  in  surrounding 
reliability  coordinator  areas.  Under' 
Requirement  R4  of  IRO-002-2,  each 
reliability  coordinator  must  have 
detailed  real-time  monitoring  capability 
of  its  reliability  coordinator  area  and 
sufficient  monitoring  capability  of  its 
surrounding  reliability  coordinator  areas 
to  ensure  that  potential  or  actual  SOLs 
or  IROL  violations  are  identified.  In 
addition,  under  Requirement  R5,  each 
reliability  coordinator  must  monitor 
bulk  electric  system  elements  such  as 
generators,  transmission  lines,  buses, 
transformers  and  breakers  that  could 
result  in  SOL  or  IROL  violations  within 
its  reliabilitv  coordinator  area. 

45.  In  Order  No.  693,  the  Commission 
directed  the  ERO  to  develop  a 
modification  to  IRO-002-1  that  requires 
a  minimum  set  of  capabilities  that 
should  be  made  available  to  reliability 
coordinators.  NERC  acknowledges  that 
the  proposed  modification  does  not 


35  The  Cominis.sion  notes  that  the  third  and  fourth 
directives  listed  in  P  566  of  Order  No.  693  remain 
outstanding.  Further,  the  Commission  directed  the 
ERO  to  consider  a  pilot  program  for  implementing 
system  states.  Order  No.  693,  FERC  Stats.  &  Regs. 

H  31,242  at  P  566. 


3<NERC  Petition  at  108. 
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address  this  directive.  NERC  states  that 
this  directive  is  being  considered  in 
Project  2009-02 — Real-time  Tools  and 
Analysis  Capabilities. 

NOPR  Proposal 

46.  Under  section  215(d)(2)  of  the 
FPA,  the  Commission  proposes  to 
approve  Reliability  Standard  IRO— 002- 

2.  The  Commission  proposes  to  find  that 
the  data  specification  requirements  of 
proposed  Reliability  Standard  IRO-001- 
la  are  more  explicit  than  the  direction 
provided  in  Requirement  R2  of  IRO- 
002-1.  In  addition,  the  Commission 
accepts  NERC’s  commitment  to  develop 
a  minimum  set  of  capabilities  that 
should  be  made  available  to  reliability 
coordinators. 

3.  lRO-004-2 

47.  NERC  proposes  to  revise  IRO- 
004-1  by  retiring  Requirements  Rl 
through  R6.  To  implement  these 
revisions,  NERC  requests  Commission 
approval  of  Reliability  Standard  IRO- 
004-2.  The  purpose  of  IRO-004-2  is  to 
require  each  reliability  coordinator  to 
conduct  next-day  reliability  analyses  for 
its  reliability  coordinator  area  to  ensure 
the  bulk  electric  system  can  be  operated 
reliably  in  anticipated  normal  and 
contingency  conditions.  IRO-004-2 
would  apply  to  balancing  authorities, 
transmission  operators,  and 
transmission  service  providers. 

48.  NERC  states  that,  upon  approval 
of  proposed  IRO-008-1,  Requirement 
Rl  of  the  currently-effective  IRO-004-1 
should  be  retired  because  the 
requireihent  onl}'  requires  a  next-day 
reliability  analysis  of  its  own  reliability 
coordinator  area  as  opposed  to  its  Wide- 
Area,  which  also  would  include  critical 
flow  and  status  information  from 
adjacent  reliability  coordinator  areas  to 
allow  the  calculation  of  IROLs.  NERC 
explains  that  because  proposed  IRO- 
008-1  requires  the  reliability 
coordinator  to  assess  a  wider  area  than 
is  currently  required  by  IRO-004-1 ,  the 
reliability  coordinator  is  required  to 
continuously  look  beyond  its  own  area 
boundaries  and  assess  a  broader  portion 
of  the  interconnected  Bulk-Power 
System.  NERC  further  states  that  the- 
purpose  of  conducting  a  day-ahead 
analysis  is  not  to  “ensure”  but  to  “assess” 
the  system  and,  thus,  Requirement  Rl  of 
currently-effective  IRO-004-1  is 
inaccurate. 

49.  NERC  also  seeks  to  retire 
Requirement  R2  of  IRC)-004-l,  which 
requires  each  reliability  coordinator  to 
“pay  particular  attention  to  parallel 
flows  to  ensure  one  reliability 
coordinator  area  does  not  place  an 
unacceptable  or  undue  burden  on  an 


adjacent  reliability  coordinator  area.”-^^ 
NERC  states  that  the  phrase  “to  pay 
particular  attention  to”  is  neither  clear 
nor  measurable.  NERC  asserts  that  the 
requirements  in  currently-effective  IRO- 
014,  IRO-015,  and  IRO-616  are  aimed  at 
ensuring  that  reliability  coordinators 
coordinate  their  actions  with  one 
another  and  act  in  the  best  interest  of 
the  interconnection  as  a  whole.  In 
addition,  NERC  explains  that,  under  the 
Functional  Model,  the  transmission 
•operator  is  responsible  for  the  real-time 
operation  of  the  transmission  system 
with  the  reliability  coordinator 
providing  oversight  of  the  transmission 
operator’s  actions,  directing  additional 
or  alternate  actions  when  needed.  NERC 
states  that  the  requirements  proposed  in 
the  new  IRO  Reliability  Standards  focus 
specifically  on  IROLs  and  are  inclusive 
of  any  reliability  implications  due  to 
parallel  flows. 

50.  In  support  of  retiring 
Requirements  Rl  and  R2  of  lRO-004-1, 
NERC  posits  that  under  the  Functional 
Model,  the  reliability  coordinator  is  the 
functional  entity  with  primary 
responsibility  for  IROLs  and  the 
transmission  operator  is  the  functional 
entity  with  primary  responsibility  for 
SOLs.  NERC  states  that,  under  certain 
circumstances,  the  transmission 
operator  may  request  the  assistance  of 
its  reliability  coordinator  in  developing 
an  SOL  but  the  responsibility  for 
addressing  the  SOL  remains  with  the 
transmission  operator.'*®  NERC  explains 
that,  under  the  Functional  Model  and 
Requirement  Rll  of  Reliability  Standard 
TOP-002-2,  the  transmission  operator 
is  responsible  for  conducting  analyses  to 
identify  where  there  may  be  instances  of 
exceeding  SOLs.  NERC  also  states  that, 
under  TOP-008-1 ,  the  transmission 
operator  is  responsible  for  taking  actions 
to  either  prevent  or  mitigate  instances  of 
exceeding  SOLs.  NERC  states  that,  by 
contrast,  it  is  the  reliability  coordinator 
that  is  responsible  for  ensuring  that 
IROLs  are  developed  for  its  reliability 
coordinator  area  in  accordance  with  a 
methodology  deyeloped  by  the 
reliability  coordinator.  Further,  NERC 
states  that  the  transmission  operator 
must  share  its  SOLs  with  its  reliability 
coordinator,  and  the  reliability 
coordinator  must  share  any  SOLs  it 
develops  with  its  transmission  operator. 
NERC  states  that  the  reliability 
coordinator  monitors  the  status  of  some, 
but  not  all,  SOLs. 

Reliability  Standard  IRO-004-1,  Requirement 
R2. 

See  Reliability  Standard  TOP-008-1,  requiring 
transmission  operators  to  take  action  to  prevent  or 
mitigate  violations  of  SOLs, 


51.  NERC  also  contends  that,  upon 
proposed  Reliability  Standard  IRO-009- 
1  becoming  effective.  Requirements  R3 
and  R6  of  currently-effective  IRO-0()4- 
0  should  be  retired.  Under  Requirement 
R3  of  IRO-004-0,  reliability 
coordinators  must,  in  conjunction  with 
its  transmission  operators  and  balancing 
authorities,  develop  action  plans, 
including  for  reducing  load  to  return 
transmission  loading  to  within 
acceptable  SOLs  or  IROLs.  NERC  states 
that  the  use  of  the  phrase,  “in 
conjunction  with”  is  not  supported  by 
the  responsibilities  of  the  reliability 
coordinator  in  the  Functional  Model 
and  would  be  inconsistent  with  the 
requirements  of  proposed  Reliability 
Standard  IRO-009-1.  NERC  also  states 
that  proposed  Requirement  R3  of  IRO- 
009-=l  includes  language  that  is  more 
explicit  than  the  language  in 
Requirement  R6  of  existing  Reliability 

■  Standard  IRO-004-1., 

52.  Finally,  NERC  proposes  to  retire 
Requirements  R4  and  R5  from  IRO-004- 

1.  Requirement  R4  requires  each 
transmission  operator,  balancing 
authority,  transmission  owner,  generator 
owner,  generator  operator,  and  load¬ 
serving  entity  in  the  reliability 
coordinator  area  to  provide  information 
required  for  system  studies.  NERC 
proposes  to  retire  Requirement  R4 
because  it  identifies  only  a  fraction  of 
the  reliability-related  data  needed  by  the 
reliability  coordinator.  Requirement  R5 
requires  each  reliability  coordinator  to 
share  the  results  of  its  system  studies 
with  other  reliability  coordinators  and 
transmission  operators,  balancing 
authorities,  and  transmission  service 
providers  within  its  reliability 
coordinator  area.  NERC  states  that 
proposed  Reliability  IRO-OlO-la  offers 

-  a  suitable  replacement  for  currently- 
effective  Requirements  R4  and  R5 
because  IRO-OlO-la  requires  reliability 
coordinators  to  know,  in  advance,  what 
data  and  information  it  needs  and  what 
data  and  information  it  needs  to  share 
with  other  reliability  entities.  In 
addition,  requirement  R3  of  proposed 
Reliability  Standard  IRO-008-1  would 
require  the  reliability  coordinator  to 
share  the  results  of  its  analyses  with 
entities  within  its  reliability  coordinator 
area. 

NOPR  Proposal 

53.  Under  section  215(d)(2)  of  the 
FPA,  the  Commission  proposes  to 
approve  Reliability  Standard  IRO-004- 

2,  as  just,  reasonable,  not  unduly 
discriminatory  or  preferential,  and  in 
the  public  interest.  The  Commission 
recognizes  NERC’s  efforts  to  more 
clearly  define  which  functional  entity 
has  the  ultimate  responsibility  for  SOLs 
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and  IROLs,  and  to  synchronize  existing 
standards  with  the  proposed  new  IRO 
Reliability  Standards.  We  propose  to 
find  that  the  requirements  proposed  for 
retirement  from  IRO-004-1  are 
appropriately  addressed  in  new 
Reliability  Standards  IRO-008-1,  IRO- 
009-1,  and  IRO-OlO-la. 

4.  IRO-005-3 

54.  NERC  proposes  to  retire 
Requirement  R2,  R3,  R5,  R16,  and  R17 
of  currently-effective  Reliability 
Standard  IRO-005-2,  and  to  modify 
Requirements  R9,  R13,  and  R14.  To 
implement  these  revisions,  NERC 
requests  Commission  approval  of  .  . 
proposed  Reliability  Standard  IRO-005- 
3.  The  purpose  of  proposed  Reliability 
Standard  IRO-005-3  is  to  require  the 
reliability  coordinator  to  be 
continuously  aware  of  conditions 
within  its  reliability  coordinator  area 
and  include  this  information  in  its 
reliability  assessments.  In  addition,  the 
reliability  coordinator  must  monitor  the 
bulk  electric  system  parameters  that 
may  have  significant  impacts  upon  the 
reliability  coordinator  area  and 
neighboring  reliability  coordinator 
areas.  IRO-005-3  would  apply  to 
reliability  coordinators,  balancing 
authorities,  transmission  operators, 
transmission  service  providers, 
generator  operators,  load-serving 
entities,  and  purchasing-selling  entities. 

55.  NERC  contends  that,  upon  the 
new  IRO  Reliability  Standards  becoming 
effective.  Requirements  R2,  R3,  R5,  R16, 
and  R17  of  IRO-005-2  should  lie  retired 
and  Requirements  R9,  R13,  and  R14 
should  be  modified.  Except  for 
Requirement  R2,  all  of  the  requirements 
proposed  for  retirement  set 
responsibilities  for  the  reliability 
coordinator  to  be  continuously  aware  of 
SOLs  and  IROLs  within  its  reliability 
coordinator  area  and  to  identify  the 
cause  for  each  SOL  and  IROL.  Similarly, 
all  of  the  requirements  proposed  for 
modification  include  requirements  for 
the  reliability  coordinator  to  address 
SOLs  and  for  the  transmission  operator 
to  address  IROLs.  NERC  contends  that 
these  existing  requirements  should  be 
retired  or  modified  in  light  of  the 
division  of  responsibilities  between 
reliability  coordinators  and 
transmission  operators  expressed  in 
new  Reliability  Standard  IRO-009-1. 

56.  Requirement  R2  requires  the 
reliability  coordinator  “to  be  aware  of” 
all  interchange  transactions  that  wheel 
through  its  reliability  coordinator  area. 
NERC  contends  that  it  is  not  possible  to 
measure  how  an  entity  is  “aware  of’ 
specific  information.  In  addition,  NERC 
states  that  the  e-tag  system  that  has  been 
implemented  no  longer  requires  the 


reliability  coordinator  to  collect  and 
relay  interchange  information  to  other 
entities.  If  a  reliability  coordinator 
needs  this  information,  NERC  states  that 
the  reliability  coordinator  can  add  this 
item  to  the  list  of  data  and  information 
on  its  data  specification  under  proposed 
Requirement  Rl  of  lRO-010-la. 

NOPR  Proposal 

57.  Under  section  215(d)(2)  of  the 
FPA,  the  Commission  proposes  to 
approve  Reliability  Standard  IRO-005- 
3,  as  just,  reasonable,  not  unduly 
discriminatory  or  preferential,  and  in 
the  public  interest.  The  Commission 
recognizes  NERC’s  efforts  to  more 
clearly  define  which  functional  entity 
has  the  ultimate  responsibility  for  SOLs 
and  IROLs,  and  to  synchronize  existing 
standards  with  the  proposed  new  IRO 
Reliability  Standards.  We  propose  to 
find  that  the  requirements  of  IRO-005- 
2  proposed  for  retirement  and 
modification  are  appropriately 
addressed  in  new  Reliability  Standards 
IRO-008-1,  IRO-009-1,  and  IRO-010- 
la. 

5.  TOP-003-1 

58.  NERC  proposes  to  modify 
Requirement  Rl.2  of  currently-effective 
Reliability  Standard  TOP-003-0.  To 
implement  this  revision,  NERC  requests 
approval  of  proposed  Reliability 
Standard  TOP-003-1.  The  purpose  of 
TOP-003-1  is  to  require  balancing 
authorities,  transmission  operators,  and 
reliability  coordinators  to  plan  and 
coordinate  scheduled  generator  and 
transmission  outages  that  may  affect  the 
reliability  of  interconnected  operations. 
TOP-003-1  would  apply  to  generator 
operators,  transmission  operators, 
balancing  authorities,  and  reliability 
coordinators. 

59.  NERC  explains  that  Requirement 
Rl.2  of  TOP-003-0  includes  two 
distinct  activities — a  requirement  for  the 
transmission  operator  to  provide  the 
reliability  coordinator  and  other  entities 
with  daily  outage  information  and  a 
requirement  for  the  reliability 
coordinator  to  establish  outage  reporting 
requirements.  NERC  contends  that  both 
elements  of  Requirement  Rl.2  are 
captured  in  proposed  Reliability 
Standard  IRO-OlO-la.  NERC  proposes 
to  remove  the  transmission  operator’s 
obligation  to  provide  daily  outage 
information  to  reliability  coordinators 
and  strike  the  requirement  for  the 
reliability  coordinator  to  establish 
outage  reporting  requirements. 

According  to  NERC,  Requirement  Rl 
of  proposed  IRO-OlO-la  requires  the 
reliability  coordinator  to  specify  what 
data  and  information  it  needs,  as  well  as 
the  frequency  and  format  for  providing 


that  data  and  information.  NERC  states 
that,  because  the  reliability  coordinator 
needs  outage  data  for  modeling  and 
analysis,  the  specification  will  include 
outage  data.  Requirement  R3  of  IRO- 
010— la  requires  entities  to  provide  data 
and  information  to  the  reliability 
coordinator  in  accordance  with  the  , 
reliability  coordinator’s  specifications. 
NERC  states  that  if  TOP-003-0 
Requirement  Rl.2  is  not  modified,  it 
will  be  redundant  with  IRO-OlO-la, 
Requirement  R3. 

NOPR  Proposal 

60.  Under  section  215(d)(2)  of  the 
FPA,  we  propose  to  approve  Reliability 
Standard .TOP-003-1,  as  just, 
reasonable,  not  unduly  discriminatory 
or  preferential,  and  in  the  public 
interest.  We  propose  to  find  that  the 
requirements  of  currently-effective 
Reliability  Standard  TOP-003-0  that 
NERC  proposed  for  modification  are 
appropriately  addressed  in  new 
Reliability  Standard  IRO-OlO-la. 
However,  under  Requirement  R3,  it  is 
incumbent  on  the  reliability  coordinator 
to  request  sufficient  scheduled  outage 
data.  The  Commission  is  concerned  that 
IRO-OlO-la  does  not  specify  outage 
coordination  data  and  the  reliability 
coordinator  may  not  receive  adequate 
outage  coordination  data  to  support  the 
Operational  Planning  Analysis. 
Therefore,  the  Commission  seeks 
comments  from  NERC  and  the  public  on 
whether  IRO-OlO-la  should  specify  the 
necessary  outage  coordination  data. 

6.  TOP-005-2 

61.  NERC  proposes  to  retire 
Requirements  Rl  and  Rl.l  of  currently- 
effective  Reliability  Standard  TOP-005- 
1  and  modify  Attachment  1  of  the 
Reliability  Standard.  To  implement 
these  revisions,  NERC  requests  approval 
of  proposed  Reliability  Standard  TOP- 
005-2.  The  purpose  of  TOP-005-2  is  to 
ensure  reliability  entities  have  the 
operating  data  needed  to  monitor 
system  conditions,  within  their  areas. 
TOP-005-2  would  apply  to 
transmission  operators,  balancing 
authorities,  and  purchasing  selling 
entities. 

62.  Requirement  Rl  of  TOP-005-1 
requires  transmission  operators  to 
provide  the  reliability  coordinator  with 
the  data  and  information  that  the 
reliability  coordinator  needs  to  perform 
its  reliability-related  tasks.  Requirement 
Rl.l  of  TOP-005-1  requires  reliability 
coordinators  to  identify  the  data 
requirements,  listed  in  Attachment  1  of 
TOP-005-1,  and  any  additional 
operating  information  requirements 
relating  to  the  operation  of  the  Bulk- 
Power  System  with  its  reliability 
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coordinator  area.  NERC  states  that 
Requirement  Rl  implies  that  the 
reliahility  coordinator  will  limit  its  use 
of  the  data  and  information  it  collects  to 
operations  within  its  reliahility 
coordinator  area.  According  to  NERC, 
this  does  not  support  the  Functional 
Model,  which  requires  the  reliability 
coordinator  to  monitor  the  Wide-Area. 
NERC  states  that,  under  other  Reliability 
Standards  such  as  IRO-014-1  and  IRO- 
015-1,  each  reliability  coordinator  is 
expected  to  coordinate  the  activities 
within  its  reliability  coordinator  area 
with  other  reliability  coordinators. 

63.  NERC  states  that,  under  proposed 
Reliability  Standard  IRO-OlO-la,  each 
reliability  coordinator  must  document 
what  data  and  information  it  needs  and 
which  entities  must  provide  that  data. 
NERC  explains  that  the  reliability 
coordinator  needs  this  data  to  perform 
reliability  assessments  and  for  real-time 
monitoring.  Under  the  Functional 
Model,  the  reliability  coordinator 
collects  data  and  information  not  just 
from  transmission  operators  and 
balancing  authorities,  but  also  from 
generator  operators,  load-serving 
entities,  transmission  owners,  and 
generator  owners. 

64.  NERC  also  proposes  conforming 
revisions  to  Attachment  1  to  TOP-005- 
2.  As  currently  written,  Attachment  1  of 
TOP-005-1  lists  the  types  of  data  that 
reliability  coordinators,  balancing 
authorities,  and  transmission  operators 
are  expected  to  provide,  and  are 
expected  to  share  with  each  other. 
Consistent  with  the  proposed  revisions 
in  Reliability  Standard  TOP-005-2, 
NERC  proposes  to  remove  references  to 
the  reliability  coordinator  from 
Attachment  1. 

NOPR  Proposal 

65.  Under  section  215(d)(2)  of  the 
FPA,  the  Commission  proposes  to 
approve  Reliability  Standard  TOP-005- 
2,  as  just,  reasonable,  not  unduly 
discriminatory  or  preferential,  and  in 
the  public  interest.  The  Commission 
recognizes  NERC’s  efforts  to  more 
clearly  define  the  reliability 
coordinator’s  need  to  know,  in  advance, 
what  data  is  needed,  insure  the  timely 
availability  of  the  data;  and  how  that 
data  will  be  communicated  to  other 
functional  entities.  We  propose  to  find 
that  the  requirements  of  TOP-005-1 
that  are  proposed  for  retirement  are 
appropriately  addressed  in  new 
Reliability  Standard  IRO-OlO-la.  We 
are  concerned,  however,  about  whether 
the  proposal  adequately  ensures  the 
compatibility  of  data  between 
neighboring  reliability  coordinators. 
Having  compatible  data  allows  for  an 
essential  level  of  interoperability.  The 


Commission  requests  comment  from  the 
reliability  coordinators  and  the  industry 
on  whether  a  list  of  minimum  “Electric 
System  Reliability  Data,”  such  as  shown 
in  Attachment  1  of  currently-effective 
Reliability  Standard  TOP-005-1,  is 
beneficial  for  reliability  coordinators  to 
meet  the  requirements  of  IRO-008-1 
and  IRO-009-1. 

7.  TOP-006-2 

66.  NERC  proposes  to  modify 
Requirement  R4  of  currently-effective 
Reliability  Standard  TOP-006-1.  To 
implement  this  revision,  NERC  requests 
approval  of  proposed  Reliability 
Standard  TOP-006-2.  The  purpose  of 
TOP-006-2  is  to  ensure  critical 
reliability  parameters  are  monitored  in 
real-time.  Its  requirements  would  be 
applicable  to  transmission  operators, 
balancing  authorities,  generator 
operators,  and  reliability  coordinators. 

67.  Requirement  R4  of  TOP-006-1 
requires  each  reliability  coordinator, 
transmission  operator,  and  balancing 
authority  to  have  information,  including 
weather  forecasts  and  past  load  patterns, 
available  to  predict  the  system’s  near- 
term  load  pattern.  NERC  proposes  to 
modify  Requirement  R4  by  removing  the 
reference  to  reliability  coordinators. 
NERC  states  that  the  information 
identified  in  existing  Requirement  R4  of 
TOP-006-1  is  not  inclusive,  and  is 
addressed  more  globally  for  the 
reliability  coordinator  in  Requirements 
Rl  and  R3  of  the  proposed  new 
Reliability  Standard  IRO-OlO-la. 
Proposed  Requirement  Rl  of  IRO-OlO- 
la  requires  each  reliability  coordinator 
to  have  a  documented  specification  for 
data  and  information  to  build  and 
maintain  models  to  support  real-time 
monitoring,  operational  planning 
analyses,  and  real-time  assessments  of 
its  reliability  coordinator  area  to  prevent 
instability,  uncontrolled  separation,  and 
cascading  outages.  Requirement  R3  of 
IRO-OlO-la  requires  each  balancing 
authority,  generator  owner,  generator 
operator,  interchange  authority,  load¬ 
serving  entity,  reliability  coordinator, 
transmission  operator,  and  transmission 
owner  to  provide  data  and  information, 
as  specified,  to  their  reliability 
coordinator. 

NOPR  Proposal 

68.  Under  section  215(d)(2).  of  the 
FPA,  the  Commission  proposes  to 
approve  Reliability  Standard  TOP-006- 
2,  as  just,  reasonable,  not  unduly 
discriminatory  or  preferential,  and  in 
the  public  interest.  The  Commission 
recognizes  NERC’s  efforts  to  more 
clearly  define  the  reliability 
coordinator’s  need  to  know,  in  advance, 
what  load  forecast  data  is  needed,  the 


supporting  data  for  the  load  forecast; 
and  how  that  data  will  communicated  to 
other  functional  entities.  We  propose  to 
find  that  the  reliability  coordinator 
functions  that  are  removed  from 
Requirement  R4  orTOP-006-2  are 
appropriately  addressed  in 
Requirements  Rl  and  R3  of  new 
Reliability  Standard  IRO-OlO-la. 


69.  In  the  event  of  a  violation  of  a 
Reliability  Standard,  NERC  will 
establish  the  initial  value  range  for  the 
corresponding  base  penalty  amount.  To 
do  so,  NERC  will  assign  a  violation  risk 
factor  for  each  requirement  of  a 
Reliability  Standard  that  relates  to  the 
expected  or  potential  impact  of  a 
violation  of  the  requirement  on  the 
reliability  of  the  Bulk-Power  System.  In 
addition,  NERC  will  define  up  to  four 
violation  severity  levels — Lower, 

Moderate,  High,  and  Severe — as 
measurements  for  the  degree  to  which 
the  requirement  was  violated  in  a 
specific  circumstance.  i 

70.  In  Order  No.  705,  the  Commission  ■ 

approved  63  of  NERC’s  72  proposed  P 

violation  risk  factors  for  the  version  one  | 
FAC  Reliability  Standards  and  directed  I 
NERC  to  file  violation  severity  level 
assignnients  before  the  version  one  FAC 
Reliability  Standards  become 
effective.39  Subsequently,  NERC 
developed  violation  severity  levels  for 
each  requirement  of  the  Commission-  j 

approved  FAC  Reliability  Standards,  as  ^ 
measurements  for  the  degree  to  which  f 
the  requirement  was  violated  in  a  ! 

specific  circumstance. 

71.  On  June  19,  2008,  the  Commission 

issued  its  Violation  Severity  Level  Order 
approving  the  violation  severity  level  | 

assignments  filed  by  NERC  for  the  83 
Reliability  Standards  approved  in  Order  ; 
No.  693.'*°  In  that  order,  the  Commission  J 
offered  four  guidelines  for  evaluating 
the  validity  of  violation  severity  levels, 
and  ordered  a  number  of  reports  and 
further  compliance  filing  to  bring  the 
remainder  of  NERC’s  violation  severity 
levels  into  conformance  with  the 
Commission’s  guidelines.  The  four 
guidelines  are:  (1)  Violation  severity 
level  assignments  should  not  have  the 
unintended  consequence  of  lowering 
the  current  Jevel  of  compliance;  (2) 
violation  severity  level  assignments 
should  ensure  uniformity  and 
consistency  among  all  approved 
Reliability  Standards  in  the 


Facilities  Design,  Connections  and 
Maintenance  Reliability  Standards,  Order  No.  705, 
121  FERC  1  61,296,  at  P  137  (2007). 

Violation  Severity  Level  Order,  123  FERC 
161,284. 


D.  Violation  Severity  Levels  and 
Violation  Risk  Factors 
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determination  of  penalties;  (3) 
violation  severity  level  assignments 
should  be  consistent  with  the 
corresponding  requirement;  and  (4) 
violation  severity  level  assignments 
should  be  based  on  a  single  violation, 
not  a  cumulative  number  of 
violations.^2  Commission  found 
that  these  guidelines  will  provide  a 
consistent  and  objective  means  for 
assessing,  inter  alia,  the  consistency, 
fairness  and  potential  consequences  of 
violation  severity  level  assignments. 

The  Commission  noted  that  these 
guidelines  were  not  intended  to  replace 
NERC’s  own  guidance  classifications, 
but  rather,  to  provide  an  additional  level 
of  analysis  to  determine  the  validity  of 
violation  severity  level  assignments. 

72.  On  August  10,  2009,  NERC 
submitted  an  informational  filing  setting 
forth  a  summary  of  revised  guidelines 
that  NERC  intends  to  use  in  determining 
the  assignment  of  violation  risk  factors 
and  violation  severity  levels  for 
Reliability  Standards.  NERC  states  that 
these  revised  guidelines  were  consistent 
with  Commission’s  guidelines.  On  May 
5,  2010,  NERC  submitted  the  subject 
informational  filing  as  a  supplement  to 
its  March  5,  2010  Violation  Severity 
Level  Order  compliance  filing.^^ 

NERC  Proposal 

73.  NERC  proposes  a  complete  set  of 
violation  severity  levels  and  violation 
risk  factors  for  proposed  new  Reliability 
Standards  IRO-008-1 ,  IRO-009-1 ,  and 
IRO-OlO-la.  In  addition,  NERC 
proposes  to  apply  the  existing  set  of 
violation  severity  levels  and  violation 
risk  factors  assigned  to  the  proposed 
modified  requirements. 

74.  NERC  states  that  it  developed  the 
violation  severity  levels  for  the  new  IRQ 
Reliability  Standards  before  the 
Commission  issued  its  June  19,  2008 
order  on  violation  severity  levels.^^ 
NERC  also  notes  that  the  proposed 
violation  severity  levels  were  developed 
before  NERC  proposed  a  new 
methodology  for  assigning  violation 
severity  levels  and  violation  risk 
factors.45  As  a  result,  NERC  states  that 


^’Guiiteline  2  contains.two  sub-parts:  (a)  The 
single  violation  severity  level  assignment  category 
for  binary  requirements  should  be  consistent  and 
(h)  violation  severity  levels  assignments  should  not 
contain  ambiguous  language. 

Violation  Severity  Level  Order,  123  FERC 
1161,284  at  P  17. 

North  American  Reliability  Corporation,  Filing 
of  the  North  American  Electric  Reliability 
Corporation  regarding  the  Assignment  of  Violation 
Risk  Factors  and  Violation  Severity  Levels,  Docket 
No.  RR08^-005  (filed  May  5,  2010). 

**Id. 

■**  NERC,  Informational  Filing  Regarding  the 
Assignment  of  Violation  Risk  Factors  and  Violation 
Severity  Levels,  Docket  Nos,  RM08— 11-000,  RR07- 
9-000,‘and  RR07-10-000,  (filed  Aug.  10,  2009). 


some  of  the  proposed  violation  severity 
levels  do  not  comport  with  the 
Commission’s  guidelines  on  violation 
severity  levels  and  some  do  not  comport 
with  the  NERC’s  revised  guidelines. 
NERC  has  identified  differences  and 
commits  to  propose  revisions  to  the 
violation  severity  levels. 

NOPR  Proposal 

75.  The  Commission  proposes  to 
accept  the  proposed  violation  risk 
factors  and  violation  severity  levels 
presented  in  NERC’s  petition.  In 
addition,  we  propose  to  accept  NERC’s 
commitment  to  review  the  proposed 
violation  risk  factors  and  violation 
severity  levels  to  ensure  compliance 
with  the  Commission’s  guidelines. 
Accordingly,  we  propose  to  direct  NERC 
to  submit  a  compliance  filing  within  six 
months  of  the  effective  date  of  the  final 
rule  in  this  proceeding  that  would 
provide  the  results  of  NERC’s  review 
including  any  modifications  necessary 
to  comply  with  the  Commission’s 
guidelines  oti  violation  risk  factors  and 
violation  severity  levels. 

76.  The  violation  risk  factors  and 
violation  severity  levels  for  proposed 
new  Reliability  Standards  IRO-008-1, 
IRO-009-1,  and  IRO-OlO-la,  and  the 
proposed  modified  requirements  also 
would  be  impacted  by  NERC’s  revised 
guidelines  for  assigning  violation 
severity  levels  currently  pending  before 
the  Commission  in  Docket  No.  RR08-4- 
005.  Subject  to  Commission  action  on 
NERC’s  revised  guidelines,  NERC  may 
Deed  to  make  additional  revisions  to  the 
proposed  violation  risk  factors  and 
violation  severity  levels. 

III.  Information  Collection  Statement 

77.  The  Office  of  Management  and 
Budget  (OMB)  regulations  require 
approval  of  certain  information 
collection  requirements  imposed  by 
agency  rules. Upon  approval  of  a 
collection(s)  of  information,  OMB  will 
assign  an  OMB  control  number  and  an 
expiration  date.  Respondents  subject  to 
the  filing  requirements  of  this  rule  will 
not  be  penalized  for  failing  to  respond 
to  these  collections  of  information 
unless  the  collections  of  information 
display  a  valid  OMB  control  number. 
The  Paperwork  Reduction  Act  (PRA)^^ 
requires  each  federal  agency  to  seek  and 
obtain  OMB  approval  before 
undertaking  a  collection  of  information 
directed  to  ten  or  more  persons,  or 
continuing  a  collection  for  which  OMB 
approval  and  validity  of  the  control 
number  are  about  to  expire."*” 


“es  CFR  1320.11. 

‘>7  44  U.S.C.  3501-20. 

'>»44  U.S.C.  3502(3)(A)(i),44  U..S.C.  3507(a)(3). 


78.  The  Commission  is  submitting 
these  reporting  and  recordkeeping 
requirements  to  OMB  for  its  review  and 
approval  under  section  3507(d)  of  the 
PRA.  Comments  are  solicited  on  the 
Commission’s  need  for  this  information, 
whether  the  information  will  have 
practical  utility,  the  accuracy  of 
provided  burden  estimates,  ways  to 
enhance  the  quality,  utility,  and  clarity 
of  the  information  to  be  collected,  and 
any  suggested  methods  for  minimizing 
the  respondent’s  burden,  including  the 
use  of  automated  information 
techniques. 

79.  This  NOPR  proposes  to  approve 
three  new  Reliability  Standards,  IRO- 
008-1,  IRO-009-1  and  IRO-OlO-la 
governing  reliability  coordinator' 
analyses,  operational  actions  and  data 
collection,  which  standards  will  replace 
parts  of  the  currently-effective 
Reliability  Standards  EOP-001-0,  IRO- 
002-1,  IRO-004-1,  IRO-005-2,  TOP- 
003-0,  TOP^05-1  and  TOP-006-1 
approved  by  the  Commission  in  Order 
No.  693.  Many  of  the  proposed 
requirements  are  based  requirements  in 
currently-effective  Reliability  Standards 
and  match  common  industry  practice. 
Thus,  this  proposed  rulemaking  does 
not  impose  entirely  new  burdens  on  the 
effected  entities.  With  the  exception  of 
the  addition  of  Interchange  Authority  as 
an  applicable  entity  in  IRO-OlO-la,  the 
currently-effective  standards  EOP-001- 
0,  IR(3-002-l,  IRO-004-1,  IRO-005-2, 
TOP-003-0,  TOP-005-1  and  TOP-006- 
1  require  actions  by  the  same  applicable 
group  of  entities.  IRO-OlO-la  clarifies 
for  balancing  authorities,  generator 
owners,  generator  operators,  interchange 
authorities,  load-serving  entities, 
reliability  coordinators,  transmission 
operators,  and  transmission  owners 
shall  provide  data  and  information,  as 
specified,  to  the  reliability 
coordinator(s)  with  which  it  has  a 
reliability  relationship."*^  The 
requirements  of  IRO-008-1  and  IRO- 
009— a  provide  clarification  from 
existing  requirements,  dictating  the 
analysis  and  operational  roles  of  the 
reliability  coordinator. 

80.  Public  Reporting  Burden:  Our 
estimate  below  regarding  the  number  of 
respondents  is  based  on  the  NERC 
compliance  registry  as  of  September  28, 
2010.  According  to  the  NERC 
compliance  registry,  there  are  134 
balancing  authorities,  824  generator 
owners,  773  generator  operators,  61 
interchange  authorities,  541  load¬ 
serving  entities,  26  reliability 
coordinators,  178  transmission 
operators,  and  332  transmission  owners 


•‘■'Proposed  Reliability  Standard  lRO-010-la. 
Requirement  R3. 
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that  would  be  involved  in  providing 
information.  However,  under  NERC’s 
compliance  registration  program, 
entities  may  be  registered  for  multiple 


functions,  and  as  such  there  is  some 
duplication  of  functions  regarding  the 
number  of  registered  entities  that  would 
be  required  to  provide  information. 


Given  these  parameters,  the 
Commission  estimates  that  the  Public 
Reporting  burden  for  the  requirements 
contained  in  the  NOPR  is  as  follows: 


•  Total  Annual  hours  for  Collection : 
(Reporting  +  recordkeeping)  =  hours. 

Information  Collection  Costs:  The 
Commission  seeks  comments  on  the 
costs  to  comply  with  the  reporting  and 
recordkeeping  burden  associated  with 
the  proposed  Reliability  Standards.  It 
has  projected  the  average  annualized  . 
cost  to  be  the  total  annual  hours 

Recordkeeping  =12,216  hours  @ 
$120/hour  =  $1,465,920. 

•  Total  costs  =  $1,465,920. 

•  Title:  Mandatory  Reliability 
Standards  for  the  Bulk-Power  System. 

•  /Ict/on:  Proposed  Collection  of 
Information. 

•  OMB  Control  No:  1902-0244. 

•  Respondents:  Business  or  other  for 
profit,  and/or  not  for  profit  institutions. 

•  Frequency  of  Responses:  Annually, 
or  as  needed. 

•  Necessity  of  the  Information:  This 
proposed  rule  would  approve  revised 
Reliability  Standards  that  create  new 
requirements  for  reliability  coordinator 
responsibilities.  The  proposed 
Reliability  Standards  require  entities  to 
supply  required  data  and  information 
needed  by  the  reliability  coordinator. 

•  Internal  review:  The  Commission 
has  reviewed  the  requirements 
pertaining  to  the  proposed  Reliability 
Standards  for  the  Bulk-Power  System 
and  determined  that  the  proposed 
requirements  are  necessary  to  meet  the 
statutory  provisions  of  the  Energy  Policy 
Act  of  2005.  These  requirements 
conform  to  the  Commission’s  plan  for 
efficient  information  collection, 
communication  and  management  within 
the  energy  industry.  The  Commission 
has  assured  itself,  by  means  of  internal 
review,  that  there  is  specific,  objective 
support  for  the  burden  estimates 
associated  with  the  information 
requirements. 

81.  Interested  persons  may  obtain 
information  on  the  reporting 
requirements  by  contacting:  Federal 
Energy  Regulatory  Commission,  888 


First  Street,  NE.,  Washington,  DC  20426 
[Attention:  Ellen  Brown,  Office  of  the 
Executive  Director,  Phone:  (202)  502- 
8663, /ax;  (202)  273-0873,  e-mail: 
DataClearance@ferc.gov].  Comments  on 
the  requirements  of  this  order  may  also 
be  sent  to  the  Office  of  Information  and 
Regulatory  Affairs,  Office  of 
Management  and  Budget,  Washington, 
DC  20503  [Attention:  Desk  Officer  for 
the  Federal  Energy  Regulatory 
Commission).  For  security  reasons, 
comments  should  be  sent  by  e-mail  to 
OMB  at  oira_submission@omb.eop.gov. 
Please  reference  docket  number  RMIO- 
15-000  in  your  submission. 

IV.  Environmental  Analysis 

82.  The  Commission  is  required  to 
prepare  an  Environmental  Assessment 
or  an  Environmental  Impact  Statement 
for  any  action  that  may  have  a 
significant  adverse  effect  on  the  human 
environment.^^  The  actions  proposed 
here  fall  within  the  categorical 
exclusion  in  the  Commission’s 
regulations  for  rules  that  are  clarifying, 
corrective  or  procedural,  for  information 
gathering,  analysis,  and 
dissemination.51  Accordingly,  neither 
an  environmental  impact  statement  nor 
environmental  assessment  is  required. 

V.  Regulatory  Flexibility  Act 
Certification 

83.  The  Regulatory  Flexibility  Act  of 
1980  (RFA)  52  generally  requires  a 
description  and  analysis  of  final  rules 
that  will  have  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  The  requirements  of  this  rule 
would  apply  primarily  to  reliability 
coordinators,  which  do  not  fall  within 

50  Order  No.  486,  Regulations  Implementing  the 
National  Environmental  Policy  Act,  52  FR  47897 
(Dec.  17, 1987),  FERC  Stats.  &  Regs.  130,783  (1987). 

5'  18  CFR  380.4(a)(5). 

52  5  U.S.C.  601-12. 


the  definition  of  small  entities.53 
Moreover,  the  proposed  Reliability 
Standards  reflect  a  continuation  of 
existing  requirements  for  reliability 
coordinators  and  other  entities  to 
monitor,  analyze,  prevent,  and  mitigate 
the  occurrence  of  operating  limit 
violations  on  the  Bulk-Power  System. 
The  one  exception  is  the  proposed  new  . 
requirements  in  Reliability  Standard 
IRO-OlO-la  for  interchange  authorities, 
which  also  do  not  fall  within  the 
definition  of  small  entities.  Based  on  the 
foregoing,  the  Commission  certifies  that 
this  proposed  rule  will  not  have  a 
significant  impact  on  a  substantial 
number  of  small  entities.  Accordingly, 
no  regulatory  flexibility  analysis  is 
required. 

VI.  Comment  Procedures 

84.  The  Commission  invites  interested 
persons  to  submit  .comments  on  the 
matters  and  issues  proposed  in  this 
notice  to  be  adopted,  including  any 
related  matters  or  alternative  proposals 
that  commenters  may  wish  to  discuss. 
Comments  are  due  January  24,  2011. 
Comments  must  refer  to  Docket  No. 
RMIO— 15-000,  and  must  include  the 
commenter’s  name,  the  organization 
they  represent,  if  applicable,  and  their 
address  in  their  comments. 

85.  The  Commission  encourages 
comments  to  be  filed  electronically  via 
the  eFiling  link  on  the  Commission’s 
Web  site  at  http://www.ferc.gov.  "Hie 
Commission  accepts  most  standard 
word  processing  formats.  Documents 
created  electronically  using  word 
processing  software  should  be  filed  in 
native  applications  or  print-to-PDF 

55  The  RFA  dehnition  of  “small  entity”  refers  to 
the  definition  provided  in  the  Small  Business  Act 
(SBA),  which  defines  a  “small  business  contem”  as 
a  business  that  is  independently  owned  and 
operated  and  that  is  not  dominant  in  its  held  of 
operatidn.  See  15  U.S.C.  632.  According  to  the  SBA, 
a  small  electric  utility  is  defined  as  one  that  has  a 
total  electric  output  of  less  than  four  million  MWh 
in  the  preceding  year. 
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format  and  nofin  a  scanned  format. 
Commenters  filing  electronically  do  not 
need  to  make  a  paper  filing. 

86.  Commenters  unable  to  file 
comments  electronically  must  mail  or 
hand-deliver  an  original  copy  of  their 
comments  to:  Federal  Energy  Regulatory 
Commission,  Secretary  of  the 
Commission,  888  First  Street,  NE., 
Washington,  DC  20426.  These 
requirements  can  be  found  on  the 
Commission’s  Web  site,  see,  e.g.,  the 
“Quick  Reference  Guide  for  Paper 
Submissions,”  available  at  http:// 
wmv.f erc.gov/docs-fiIing/efiling.asp  or 
via  phone  from  FERC  Online  Support  at 
(202)  502-6652  or  toll-free  at  1-866- 
208-3676. 

87.  All  comments  will  be  placed  in 
the  Commission’s  public  files  and  may 
be  viewed,  printed,  or  downloaded 
remotely  as  described  in  the  Document 
Availability  section  below.  Commenters 
on  this  proposal  are  not  required  to 
serve  copies  of  their  comments  on  other 
commenters. 

VII.  Document  Availability 

88.  In  addition  to  publishing  the  full 
text  of  this  document  in  the  Federal 
Register,  the  Commission  provides  all 
interested  persons  an  opportunity  to 
view  and/or  print  the  contents  of  this 
document  via  the  Internet  through 
FERC’s  Home  Page  [http://wvi'w.ferc.gov) 
and  in  FERC’s  Public  Reference  Room 
during  normal  business  hours  (8:30  a.m. 
to  5  p.m.  Eastern  time)  at  888  First 
Street,  NE.,  Room  2A,  Washington  DC 
20426. 

89.  From  FERC’s  Home  Page  on  the 
Internet,  this  information  is  available  on 
eLibrary.  The  full  text  of  this  document 
is  available  on  eLibrary  in  PDF  and 
Microsoft  Word  format  for  viewing, 
printing,  and/or  downloading.  To  access 
this  document  in  eLibrary,  typo  the 
docket  number  excluding  the  last  three 
digits  of  this  document  in  the  docket 
number  field. 

90.  User  assistance  is  available-for 
eLibrary  and  the  FERC’s  Web  site  during 
normal  business  hours  from  FERC 
Online  Support  at  (202)  502-6652  (toll 
free  at  1-866-208-3676)  or  e-mail  at 
ferconlinesupport@ferc.gov,  or  the 
Public  Reference  Room  at  (202)  502- 
8371,  TTY  (202)  502-8659.  E-mail  the 
Public  Reference  Room  at 
pubIic.referenceroom@ferc.gov. 

By  direction  of  the  Commission. 

Kimberly  D.  Bose, 

Secretary. 

IFR  Doc.  2010-29575  Filed  11-23-10;  8:45  am] 
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DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

18CFR  Part  40 

[Docket  No.  RM1 0-1 6-000] 

System  Restoration  Reliability 
Standards 

November  18,  2010. 

AGENCY:  Federal  Energy  Regulatory 
Commission,  DOE. 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  Under  section  215  of  the 
Federal  Power  Act  (FPA^,  the  Federal 
Energy  Regulatory  Commission 
(Commission)  proposes  to  approve 
Reliability  Standards  EOP-001-1 
(Emergency  Operations  Planning),  EOP- 
005-2  (System  Restoration  from 
Blackstart  Resources),  and  EOP-006-2 
(System  Restoration  Coordination) 
submitted  to  the  Commission  by  the 
North  American  Electric  Reliability 
Corporation,  the  Electric  Reliability 
Organization  (ERO)  certified  by  the 
Commission.  In  addition,  the 
Commission  seeks  comment  from  the 
ERO  and  other  interested  parties 
regarding  specific  concerns.  The 
Commission  may  determine  that,  after 
considering  sucb  comments,  it  is 
appropriate  to  direct  the  ERO,  under 
section  215(d)(5)  of  the  FPA,  to  develop 
additional  modifications  to  proposed 
EOP-005-2  and  EOP-006-2.  The 
proposed  Reliability  Standards  require 
that  plans,  facilities  and  personnel  are 
prepared  to  enable  system  restoration 
using  designated  blackstart  resources. 
DATES:  Comments  are  due  January  24, 
2011. 

ADDRESSES:  You  may  submit  comments, 
identified  by  Docket  No.  RMlO-16-000 
and  in  accordance  with  the 
requirements  posted  on  the 
Commission’s  Web  site,  http:// 
u'ww. fere. gov.  Comments  may  be 
submitted  by  any  of  the  following 
methods: 

•  Agency  Web  Site:  Documents 
created  electronically  using  word 
processing  software  should  be  filed  in 
native  applications  or  print-to-PDF 
format,  and  not  in  a  scanned  format,  at 
http ://  www.ferc.gov/docs-fiIing/ 
efiling.asp. 

•  Mail/Hand  Delivery:  Commenters 
unable  to  file  comments  electronically 
must  mail  or  hand  deliver  tbeir 
comments  to:  Federal  Energy  Regulatory 
Commission,  Secretary  of  the 
Commission,  888  First  Street,  NE., 
Washington,  DC  20426.  These 
requirements  can  be  found  on  the 


Commission’s  Web  site,  see,  e.g.,  the 
“Quick  Reference  Guide  for  Paper 
Submissions,”  available  at  http:// 
wojvw. fere. gov /docs- filing/ efiling.asp  or 
via  phone  from  FERC  Online  Support  at 
202-502-6652  or  toll-free  at  1-866- 
208-3676. 

FOR  FURTHER  INFORMATION  CONTACT: 

David  O’Connor  (Technical 
Information),  Office  of  Electric 
Reliability,  Division  of  Reliability 
Standards,  Federal  Energy  Regulatory 
Commission.  888  First  Street,  NE., 
Washington,  DC  20426,  (202)  502- 
6695. 

Nick  Henery  (Technical  Information), 
Office  of  Electric  Reliability,  Division 
of  Reliability  Standards,  Federal 
Energy  Regulatory  Commission,  888 
First  Street,  NE.  Washington,  DC 
20426,  (202)  502-8636. 

Terence  Burke  (Legal  Information), 
Office  of  the  General  Counsel,  Federal 
Energy  Regulatory  Commission,  888 
First  Street,  NE.,  Washington,  DC 
20426,  (202)  502-6498. 

Jonathan  First  (Legal  Information), 
Office  of  the  General  Counsel,  Federal 
Energy  Regulatory  Commission,  888 
First  Street,  NE.,  Washington,  DC 
20426,  (202)  502-8529. 
SUPPLEMENTARY  INFORMATION: 

Notice  of  Proposed  Rulemaking 

1.  Under  section  215  of  the  Federal 
Power  Act  (FPA),^  the  Commission 
proposes  to  approve  three  Reliability 
Standards,  EOP-OOl-l  (Emergency 
Operations  Planning),  EOP-005-2 
(System  Restoration  from  Blackstart 
Resources),  and  EOP-006-2  (System 
Restoration  Coordination)  developed  by 
the  North  American  Electric  Reliability 
Corporation  (NERC),  the  Commission- 
certified  Electric  Reliability 
Organization  (ERO),  as  well  as  the 
definition  of  the  term  “Blackstart 
Resource”  to  be  added  to  the  NERC 
Glossary  of  Terms.  The  proposed 
Reliability  Standards  were  drafted  to 
ensure  plans,  facilities  and  personnel 
are  prepared  to  enable  system 
restoration  from  blackstart  resources  in 
order  that  reliability  is  maintained 
during  system  restoration.  The 
Commission  also  seeks  comment  from 
the  ERO  and  other  interested  entities 
regarding  the  Commission’s  specific 
concerns  discussed  below.  The 
Commission  may  determine  that,  after 
considering  such  comments,  it  is 
appropriate  to  direct  the  ERO,  under 
section  215(d)(5)  of  the  FPA,  to  develop 
additional  modifications  to  proposed 
EOP-005-2  and  EOP-006-2.  The 
Commission  also  proposes  to  approve 


1  16  U.S.C.  8240  (2006). 
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the  retirement  of  the  mirrently  effective 
Reliability  Standards  EOP-OOl-O 
(Emergency  Operations  Planning),  EOP- 
005-1  (System  Restoration  Plans),  EOP- 
006-1  (Reliability  Coordination — 

System  Restoration),  and  EOP-009-0 
(Documentation  of  Blackstart  Generating 
Unit  Test  Results)  as  well  as  the 
definition  of  “Blackstart  Capability 
Plan”  from  the  NERC  Glossary  of  Terms, 
which  are  superseded  by  the  proposed 
Reliability  Standards  EOP-OOl— 1,  EOP- 
005-2  and  EOP-006-2. 

2.  “Blackstart”  capability  refers  to  the 
ability  of  a  generating  unit  or  station  to 
start  operating  and  delivering  electric 
power  without  assistance  from  the 
electric  system.  Blackstart  units  are 
essential  to  restart  generation  and 
restore  power  to  the  grid  in  the  event  of 
an  outage.  As  discussed  below.  NERC] 
proposes  to  define  “Blackstart  Resource” 
as  “a  generating  unit(s)  and  its 
associated  set  of  equipment  which  has 
the  ability  to  be  started  without  support 
from  the  System  or  is  designed  to 
remain  energized  without  connection  to 
the  remainder  of  the  System,  with  the 
ability  to  energize  a  bus.  *  *  *”The 
proposed  EOP  Reliability  Standards 
addressed  in  this  rulemaking  were 
developed  by  NERC  to  ensure  that 
applicable  entities  prepare  plans, 
facilities  and  personnel  to  enable  system 
restoration  from  blackstart  resources  in 
order  that  reliability  is  maintained 
during  restoration. 

3.  In  Order  No.  693.  the  Commission 
determined  that  it  would  not  take  action 
on  certain  proposed  Reliability 
Standards  that  require  supplemental 
information  from  a  Regional  Entity. 

Such  Reliability  Standards  refer  to 
regional  criteria  or  procedures  that  have 
not  been  submitted  to  the  Commission 
for  approval  and.  as  such,  are  referred 
to  as  “fill-in-the-blank”  standards. ^ 
Pending  Reliability  Standard  EOP-007— 
0  is  one  such  fill-in-the-blank  standard. 
The  proposed  Reliability  Standards 
provide  a  national  approach  to  address 
the  Commission’s  concerns  regarding 
pending  EOP-007-0.  as  set  forth  in 
Order  No.  693.  Thus,  in  addition  to  the 
retirement  of  certain  currently  effective 
EOP  Reliability  Standards,  we  also 
propose  to  approve  NERC’s  to 
withdrawal  of  pending  Reliability 
Standard  EOP-007-0. 


2  Mandatory-  Reliability  Standards  for  the  Bulk- 
Power  Systdtn,  Order  No.  693,  72  FR  16416  at  P  297 
(Apr.  4,  2007),  FERC  Stats.  &  Regs.  <5  31.242,  order 
on  reh’g.  Order  No.  693-A,  120  FERC  <5  61,053 
(2007). 


I.  Background  '  ■  * 

A.  Section  215  of  the  FPA  .<  , 

4.  Section  215  of  the  FPA  requires  a 
Commission-certified  ERO  to  develop 
mandatory  and  enforceable  Reliability 
Standards,  which  are  subject  to 
Commission  review  and  approval.  If 
approved,  the  Reliability  Standards  are 
enforced  by  the  ERO,  subject  to 
Commission  oversight,  or  by  the 
Commission  independently. 

5.  In  July  2006.  the  Commission 
certified  NERC  as  the  ERO.'*  Concurrent 
with  its  2006  ERO  Application,  NERC 
submitted  to  the  Commission  a  petition 
seeking  approval  of  107  proposed 
Reliability  Standards,  including  nine 
Emergency  Preparedness  and 
Operations  (EOP)  Reliability  Standards. 
The  EOP  group  of  Reliability  Standards 
addresses  preparations  for  emergencies, 
necessary  actions  during  emergencies 
and  system  restoration  and  reporting 
following  (Jisturbances. 

6.  On  March  16,  2007,  th6 
Commission  issued  Order  No.  693, 
approving  83  of  the  107  Reliability 
Standards  filed  by  NERC,'*  including  the 
Reliabilitv  Standards:  EOP-001-0,  EOP- 
005-1,  e6P-006-1  and  EOP-009-0.5 
The  Commission  neither  approved  nor 
remanded  EOP-007-0  because  it 
applied  only  to  regional  reliability 
organizations,  but  Order  No.  693  did 
provide.guidance  for  the  ERO’s  further 
consideration  of  the  Reliability 
Standard.®  In  addition,  under  section 
215(d)(5)  of  the  FPA,  the  Commission 
directed  NERC  to  develop  modifications 
to  the  EOP  Reliability  Standards  to 
address  certain  issues  identified  by  the 
Commission.  At  issue  in  the  immediate 
proceeding  are  two  new  EOP  standards. 
EOP-005-2  and  EOP-006-2  that  would 
replace  the  currently  effective 
Reliability  Standards  EOP-005-1,  EOP- 
006-1,  and  EOP-009-0  and  necessitate 
a  conforming  change  in  EOP-001-0. 

B.  Currently  Effective  EOP  Reliability 
Standards 

1.  Reliability  Standard  EO P-005-1 

7.  Currently  effective  Reliability 
Standard  EOP-005-1  requires 
transmission  operators,  balancing 
authorities,  and  reliability  coordinators 
to  have  a  restoration  plan,  test  the  plan, 
train  operating  personnel  in  the 
restoration  plan  and  to  have  the  ability 


^  North  American  Electric  Relir.hility  Corp.,  116 
FERC  H  61.062  (ERO  Certification  Order),  order  on 
reh’g  Ir  compliance.  117  FERC  ^  61,126  (2006),  affd 
sub  nom.  Alcoa,  Inc.  v.  FERC,  564  F.3d  1342  (D.C. 
Cir.  2009). 

■•Order  No.  693,  FERC  Stats.  &  Regs.  "H  31,242  at 
P  304-1899. 

s  Id.  P  542-676. 

6/d.  P644. 


to  restore  the  Interconnection  using  the 
plans  following  a  blackout.  In  Order  No. 
693,  the  Commission  directed  the  ERO 
to  develop,  through  the  Reliability 
Standard  Development  Process,  a 
modification  to  EOP-005-1  that  (i) 
identifies  time  frames  for  training  and 
review  of  restoration  plan  requirements 
to  simulate  contingencies  and  prepare 
operators  for  anticipated  and  unforeseen 
events  and  (ii)  gathers  data  from 
simulations  and  drills  of  system 
restoration  on  the  time  taken  to  restore 
power  to  nuclear  power  plants  and 
report  that  information  to  the 
Commission.^  The  Commission  also 
directed  the  ERO  to  consider  various 
commenters  suggestions  in  future 
revisions  of  the  Reliability  Standard.® 

2.  Reliability  Standard  EOP-006-1 

8.  In  Order  No.  693,  the  Commission 
also  approved  Reliability  Standard 
EOP-006-1  addressing  reliability 
coordination  and  system  restoration. 

The  Reliability  Standard  sets 
requirements  for  reliability  coordinators 
during  system  restoration  and  requires 
that  reliability  coordinators  have  a 
coordinating  role  in  system  restoration 
to  ensure  reliability  is  maintained 
during  system  restoration.  Under 
section  215  of  the  FPA,  the  Commission 
directed  the  ERO  to  develop  a 
modification  to  EOP-006-1  to  ensure 
that  the  reliability  coordinator  is 
involved  in  the  development  and 
approval  of  system  restoration  plans.** 

3.  Reliability  Standard  EOP-007-0 

9.  “Pending”  Reliability  Standard 
EOP-007-0  deals  with  establishing, 
maintaining  and  documenting  regional 
blackstart  capability  plans.  In  Order  No. 
693,  the  Commission  did  not  act  on 
EOP-007-0  because  it  applies  only  to 
regional  reliability  organizations  and  as 
such  was  not  acted  on  pending  NERC’s 
providing  additional  information.*®  The 
Commission  directed  the  ERO  to 
consider  various  commenters 
suggestions  relating  to  assigning 
compliance  obligations  directly  to  the 
entities  that  provide  the  pertinent  data 
instead  of  to  the  Regional  Entity,  placing 
responsibility  for  the  regional  blackstart 
plan  with  the  reliability  coordinator 
rather  then  the  Regional  Entity, 
recognizing  that  nuclear  units  have  no 
blackstart  capability,  revising  the 
definition  of  a  blackstart  unit,  and 
committing  arrangements  for 


Id.  P  630. 

«/d.  P628. 

«/d.  P  638. 

10 /d.  P  297  and  644. 
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coordinating  blackstart  capability  to 
contracts. 

4.  Reliability  Standard  EOP-009-0 

10.  Currently  effective  Reliability 
Standard  EOP-009-0  deals  with 
implementing  and  documenting  testing 
of  blackstart  generating  units.  In  Order 
No.  693,  the  Commission  approved 
EOP-009-0.  In  addition,  the 
Commission  directed  the  ERO  to 
consider  suggestions  for  improveinents 
raised  during  the  comment  period.  One 
commenter  stated  the  Reliability 
Standard  should  provide  details  on 
what  constitutes  a  blackstart  test  and 
another  stated  NERC  should  consolidate 
the  Reliability  Standard  with  EOP-007- 
0.12 

n.  NERC  Petition  for  Proposed  EOP 
Reliability  Standards 

11.  In  a  December  31,  2009  filing 
(NERC  Petition),  NERC  requests 
Commission  approval  of  its  proposed 
definition  of  the  term  “Blackstart 
Resource”  and  proposed  Reliability 
Standards  EOP-001-1  (Emergency 
Operating  Plan),!^  EOP-005-2  (System 
Restoration  from  Blackstart  Resources) 
and  EOP-006-2  (System  Restoration 
Coordination).  NERC  also  seeks  to 
concurrently  retire  four  currently 
effective  Reliability  Standards:  EOP- 
001-0,  EOP-005-1,  EOP-006-1,  and 
EOP-009-0  as  well  as  the  definition  of 
“Blackstart  Capability  Plan”  and 
withdraw  pending  Reliability  Standard 
EOP-007-0. 

12.  NERC  states  that  the  proposed 
Reliability  Standards  “represent 
significant  revision  and  improvement 
from  the  current  set  of  enforceable 
standards”  and  address  the 
Commission’s  directives  in  Order  No. 

693  related  to  the  EOP  standards. 

NERC  explains  that,  among  other 
enhancements,  “[t]he  proposed  revisions 
now  clearly  delineate  the 
responsibilities  of  the  Reliability 
Coordinator  and  Transmission  Operator 


”/d.  P  642-643,  647. 

P674,  676. 

Concurrent  with  its  filing  in  this  Docket,  NERC 
filed  a  petition  in  Docket  No.  RMlO-15-000  seeking 
approval  of  certain  Interconnection  Reliability 
Operating  Limit  (IRO)  Reliability  Standards.  As  part 
of  its  IRO  filing,  NERC  proposed  to  retire 
Requirement  R2  of  EOP-001-0.  Each  petition 
proposes  unique  changes  to  EOP-001-0  reflecting 
the  distinct  issues  addressed  by  the  respective 
Reliability  Standards  drafting  teams.  NERC 
indicated  in  both  petitions  that  it  could  not 
anticipate  the  sequence  in  which  the  Commission 
would  act  and  therefore  included  two  sets  of 
proposed  amendments  to  EOP-001-0  in  each 
petition.  The  Commission  will  clarify  upon 
issuance  of  Final  Rules  in  each  proceeding  which 
revised  version  of  EOP-001-0  it  is  addressing  in  its 
determination. 

^^NERC  Petition  at  4. 


in  the  restoration  process  and 
restoration  planning.”  nerC  describes 
the  proposed  Reliability  Standards  as 
providing  “specific  requirements  for 
what  must  be  in  a  restoration  plan,  how 
and  vyhen  it  needs  to  be  updated  and 
approved,  what  needs  to  be  provided  to 
operators  and  what  training  is  necessary 
for  personnel  involved"  in  restoration 
processes.”  NERC  requests  that  the 
Commission  approve  (1)  the  proposed 
Reliability  Standards,  (2)  concurrent 
retirement  of  the  currently  effective  EOP 
Reliability  Standards,  and  (3)  the 
revisions  to  the  NERC  Glossary  of 
Terms.  With  regard  to  implementation, 
NERC  proposes  that  the  propesed  EOP 
Reliability  Standards,  riew  definitions 
and  retirements  of  effective  standards  be 
made  effective  twenty-four  months  after 
the  first  day  of  the  first  calendar  quarter 
following  applicable  regulatory 
approval.  Below,  we  describe  each  of 
the  proposed  EOP  Reliability  Standards. 

A.  Blackstart  Resource 

13.  NERC  requests  approval  of  the 
term  “Blackstart  Resource”  and  the 
concurrent  retirement  of  the  term 
“Blackstart  Capability  Plan.”  The 
proposed  definition  of  “Blackstart 
Resource”  is: 

A  generating  unit(s)  and  its  associated  set 
of  equipment  which  has  the  ability  to  be 
started  without  support  from  the  System  or 
is  designed  to  remain  energized  without 
connection  to  the  remainder  of  the  System, 
with  the  ability  to  energize  a  bus,  meeting  the 
Transmission  Operator’s  restoration  plan 
needs  for  real  and  reactive  power  capability, 
frequency  and  voltage  control,  and  that  has 
been  included  in  the  Transmission 
Operator’s  restoration  plan. 

The  term  “Blackstart  Capacity  Plan”  is 
currehtly  used  solely  in  EOP-007-0  and 
EOP-009-0,  both  of  which  NERC 
intends  to  replace  with  proposed 
Reliability  Standards  EOP-005-2  and 
EOP-006-2. 

B.  Reliability  Standard  EOP-001-1 

14.  Proposed  Reliability  Standard 
EOP-001-1  contains  seven 
requirements  for  the  stated  purpose  of 
requiring  each  transmission  operator 
and  balancing  authority  to  develop, 
maintain  and  implement  a  set  of  plans 
to  mitigate  operating  emergencies  and  to 
coordinate  these  plans  with  other 
transmission  operators,  balancing 
authorities  and  the  reliability 
coordinator.^’’  It  modifies  EOP-001-0 
by  deleting  currently  effective 
Requirement  R3.4,  which  requires 
transmission  operators  and  balancing 


’S/d.  5. 

’S/d. 

’^Reliability  Standard  EOP-001-1,  Section  A.3. 
(Purpose). 


authorities  to  develop,  maintain  and 
implement  a  set  of  plans  for  system 
restoration.  According  to  NERC,  the 
deletion  is  proposed  because  the  new 
EOP-005— 2  and  EOP-006— 2  incorporate 
and  expand  upon  this  requirement. 

C.  Reliability  Standard  EOP-005-2 

15.  Proposed  Reliability  Standard 
EOP-005-2  contains  eighteen 
requirements  for  the  stated  purpose  of 
ensuring  that  plans,  facilities  arid 
personnel  are  prepared  to  enable  system 
restoration  from  Blackstart  Resources, 
and  to  ensure  reliability  is  maintained 
during  restoration  and  priority  is  placed 
on  restoring  the  Interconnection. The 
proposed  Reliability  Standard  applies  to 
transmission  operators,  generation 
operators,  and  transmission  owners,  and 
distribution  providers  identified  in  the 
transmission  operator’s  restoration  plan. 
Requirement  Rl  requires  each 
transmission  operator  to  have  a 
reliability  coordinator-approved 
restoration  plan  utilizing  Blackstart 
Resources  and  details  the  scope  and 
elements  of  such  a  plan.  Requirement 
R2  instructs  each  transmission  operator 
to  provide  entities  that  have  a  role  in  the 
restoration  plan  with  a  description  of 
their  roles  and  tasks.  Requirements  R3 
through  R6  address  annual  plan 
reviews,  updating  practices,  location  of 
plans  and  plan  verification.  Following  a 
disturbance.  Requirements  R7  and  R8 
provide  guidance  on  following  the  plan 
or  making  needed  adjustments  and 
coordinating  when  re-synchronizing 
two  systems  together.  Requirement  R9 
describes  testing  information  the 
transmission  operator  must  have  to 
verify  the  Blackstart  Resources  meet 
required  expectations.  Requirements 
RlO  to  R12  cover  system  restoration 
training  requirements  for  system 
operators  and  field  switching  personnel. 
Blackstart  Resource  agreements  between 
the  transmission  operator  and  generator 
operator  or  mutually  agreed  upon 
procedures  or  protocols  are  addressed  in 
Requirement  Rl3.  Duties  of  a  generator 
owner  with  a  Blackstart  Resource  are 
provided  in  Requirements  R14  through 
R18,  which  address  operating 
procedures,  change  notification,  testing 
W  each  Blackstart  Resource  and 
training  of  operating  personnel  on 
Blackstart  Resources.  NERC  has 
requested  that  EOP-005-1  be  retired 
upon  the  effectiveness  of  EOP-005-2. 

D.  Reliability  Standard  EOP-006-2 

16.  Proposed  Reliability  Standard 
EOP-006-2  contains  ten  requirements 
for  the  stated  purpose  of  ensuring  that 


’“Reliability  Standard  EOP-005-2.  Section  A.4. 
(Purpose). 
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the  reliability  coordinator  establishes  ' 
plans  and  prepares  personnel  to  enable 
effective  coordination  of  the  sj'stem 
restoration  process,  to  maintain 
reliability  during  restoration  and  to 
place  priority  on  restoring  the 
Interconnection.^'*  Requirement  Rl 
requires  reliability  coordinators  to  have 
restoration  plans  that  utilize  Blackstart 
Resources  and  specifies  the  scope  and 
elements  of  such  plans.  Requirement  R2 
covers  distribution  of  the  reliability 
coordinator’s  restoration  plan. 
Requirements  R3  through  R5  provide  for 
review  of  the  reliability  coordinator’s 
restoration  plan  and  the  plans  of  each 
neighboring  reliability  coordinator  and 
each  transmission  operator  located  in 
the  reliability  coordinator’s  area.  Any 
conflicts  between  reliability 
coordinators’  plans  are  to  be  resolved 
within  thirty  days,  and  transmission 
operators’  plans  shall  be  approved  or 
disapproved,  with  stated  reasons, 
within  thirty  days.  Requirement  R6 
requires  that  the  reliability  coordinator 
must  maintain  copies  of  restoration 
plans  in  the  reliability  coordinator’s 
primary  and  backup  control  room. 
Requirements  R7  and  R8  de’scribe  the 
roles  of  reliability  coordinators  to 
coordinate  restoration  efforts  and 
authorize  re-synchronizing  of  “island” 
areas.  Requirements  R9  and  RlO  address 
training  and  participation  in  annual 
drills,  exercises  and  simulations.  NERC 
has  requested  with  acceptance  of  EOP- 
006-2  that  EOP-006-1  be  retired. 

III.  Discussion 

17.  We  believe  that  the  proposed 
glossary  term  “Blackstart  Resource”  and 
Reliability  Standards  EOP^OOl-1,  EOP- 
005—2,  and  EOP-006-2  comply  with  the 
relevant  directives  set  forth  in  Order  No. 
693.  We  also  believe  that  the  proposed 
EOP  Reliability  Standards  represent  an 
improvement  in  blackstart  restoration 
requirements,  as  represented  by  NERC. 
Accordingly,  under  section  215(d)(2)  of 
the  FPA,  the  Commission  proposes  to 
approve  the  new  term  and  proposed 
Reliability  Standards  as  just,  reasonable, 
not  unduly  discriminatory  or 
preferential  and  in  the  public  interest. 

In  addition,  the  Commission  seeks 
comment  from  the  ERO  and  other 
interested  parties  regarding  specific 
concerns  and  may  determine,  after 
considering  such  comments,  that  it  is 
appropriate  to  direct  the  ERO,  under 
section  215(d)(5)  of  the  FPA,  to  develop 
additional  modifications  to  proposed 
Reliability  Standards  EOP-005-2  and 
EOP-006-2.  Below,  we  discuss  each 


>8 Reliability  Standard  EOP-006-2.  Section  A.3. 
(Purpose). 


proposed  EOP  Reliability  Standard  and 
relevant  concerns. 

A.  EOP-001-1  Emergency  Operation 
Planrting 

18.  The  Commission  proposes  to 
approve  EOP-001-1  as  requested  by 
NERC.20  Current  Requirement  R3.4  of 
Reliability  Standard  EOP-001-0 
requires  each  transmission  operator  and 
balancing  authority  to  develop, 
maintain  and  implement  system 
restoration  plans.  The  removal  of  that 
Requirement  from  EOP-001-0  is 
appropriate  because  NERC  proposes  to 
address  system  restoration  plans  in  its 
new  Reliability  Standards  EOP-005-2 
and  EOP-006-2.  The  Order  No.  693 
directives  applicable  to  EOP-001-0 
were  not  addressed  in  the  NERC 
Petition  since  the  proposed  standards 
are  narrowly  focused  on  system 
restoration  that  is  a  part,  and  not  the 
sole  subject,  of  the  EOP  standards.  We 
note  that  all  of  the  Order  No.  693 
directives  relating  to  EOP^Ol-0  are 
still  applicable  to  EOP-001-1  and  will 
need  to  be  addressed  by  NERC  in 
another  filing.^i 

B.  EOP-005-2  System  Restoration  From 
Blackstart  Resources 

19.  The  Commission  proposes  to 
approve  proposed  Reliability  Standard 
EOP-005-2.  The  Reliability  Standard 
effectively  addresses  the  Commission’s 
directive  in  Order  No.  693  to  develop 
time  frames  for  training  and  review  of 
restoration  plan  requirements  to 
simulate  contingencies  and  prepare 
operators  for  anticipated  and  unforeseen 
events.  Requirements  R3  and  R4  set 
forth  time  frames  for  review  of 
restoration  plans.  Frequency  of  testing 
Blackstart  Resources  is  addressed  in 
Requirement  R9,  and  Requirement  R6 
requires  each  transmission  operator  to 
verify  every  five  years  through  analysis 
of  actual  events,  steady  state  and 
dynamic  simulations,  or  testing  that  its 
restoration  plan  accomplishes  its 
intended  function.  Periodic  drills  and 
training  are  the  most  effective  method  of 
demonstrating  restoration  plans  are 
current  and  appropriate  personnel  are 
prepared,  and  proposed  Requirements 
RlO,  Rll  and  R17  address  training 
requirements  for  sy.stem  operators,  field 
switching  personnel  and  generator 
operators  with  Blackstart  Resources. 

20.  Proposed  Requirement  Rll  of 
EOP-005-2  provides  that  applicable 
entities  “shall  provide  a  minimum  of 
two  hours  of  System  restoration  every 


^“The  version  of  EOP-001-1  that  the  Commission 
proposes  to  approve  is  the  version  contained  in 
Exhibit  A  in  the  NERC  Petition. 

See  Order  No.  693,  FERC  Stats.  &  Regs. 

^  31,242  at  P  548,  554,  555,  561,  562  and  566. 


two  calendar  years  to  their  field 
switching  personnel  identified  as 
performing  unique  tasks  associated  with 
the  Transmission  Operator’s  restoration 
plan  that  are  outside  of  their  normal 
tasks.”  NERC’s  Petition  indicates  that,  in 
the  development  process,  three 
stakeholders  commented  that  the  use  of 
the  term  “unique  tasks”  is  vague  and 
requested  a  better  definition  and 
examples. 22  The  Commission  is  also 
concerned  that  the  applicable  entities 
may  not  understand  what  the  term 
“unique  tasks”  means,  and  we  request 
comment  on  what  is  intended  by  that 
term.  Also,  given  that  there  a  variety  of 
means  by  which  the  ERO,  if  necessary, 
can  provide  greater  clarity  regarding  the 
term  “unique  tasks,”  we  request 
comment  on  whether  guidance  should 
be  provided  to  the  transmission 
operators,  transmission  owners  and 
distribution  providers  who  are 
responsible  for  providing  training,  and 
if  so,  how  this  guidance  should  be 
provided.  In  addition,  we  seek  comment 
as  to  whether  those  tasks  should  be 
identified  in  each  transmission 
operator’s  restoration  plan. 

21.  Requirement  R5  of  currently 
effective  EOP-005-1  addresses  periodic 
testing  of  telecommunication  facilities 
needed  to  implement  restoration  plans. 
This  requitement,  however,  is  not 
carried  over  to  proposed  EOP-005-2. 

We  recognize  that  currently  effective 
communication  Reliability  Standard 
COM-001-1.1  requires  that  reliability 
coordinators,  transmission  operators 
and  balancing  authorities  manage, 
alarm,  test  and/or  actively  monitor  vital 
telecommunication  facilities,  with 
special  attention  given  to  emergency 
facilities  and  equipment.  Consistent 
with  that  requirement,  the  Commission 
proposes  to  require  that  the  ERO 
develop  a  modification  to  EOP-005-2 
that  addresses  this  concern,  for 
example,  by  specifying  that  such  testing 
of  telecommunication  facilities  be 
identified  in  the  restoration  plan  and  be 
part  of  any  restoration  drill,  exercise  or 
simulation.  By  placing  the  duty  to  test 
telecommunications  facilities  in  the , 
restoration  plan,  entities  will  ensure 
restoration-specific  telecommunications 
equipment,  phone  lists  and  protocols 
are  tested  by  restoration  personnel  as 
part  of  their  ongoing  restoration 
preparedness.  In  addition, 
recommendation  26  of  the  U.S. -Canada  . 
report  23  on  the  August  14,  2003 


22  See  NERC  Petition,  Exh.  E  (Record  of 
Development  of  Proposed  Reliability  Standards)  at 
1429, 1500,  and  1748  (as  identified  in  the  PDF 
version  available  on  eLibrary  on  the  FERC’s  Home 
Page  {http://\\’ww.ferc.gov)]. 

22  U.S. -Canada  Power  System  Outage  Task  Force, 
Final  Report  on  the  August  14,  2003  Blackout  in  the 
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blackout  recognizes  that  effective 
communication  protocols  during  alerts 
and  emergencies  are  essential  to 
reliability.  Consistent  with  the  Blackout 
Report,  applicable  entities  should  have 
standing  hotline  networks  or  functional 
equivalents  to  receive  timely  and 
accurate  information  and  should 
regularly  test  such  communication 
networks. 

22.  Given  the  importance  of 
communication  to  the  restoration 
process,  however,  the  Commission 
further  believes  that  testing  should  be 
done  more  frequently  than  during 
annual  drills,  exercises  or  simulations 
(as  is  contained  in  the  currently 
effective  Requirement  R5  of  EOP-005- 
1).  The  Commission  is  concerned  that  in 
an  emergency  event,  communication 
devices  must  be  readily  available  and 
functioning  properly.^^  For  example, 
wireless  devices  may  be  missing  or  non¬ 
functional  and  emergency  contact 
information  may  be  out  of  date.  A 
relatively  unintrusive,  periodic  test  or 
drill  of  communications  may  provide 
greater  assurance  that  communications 
equipment  is  available  for  responding  in 
an  emergency.  The  Commission  invites 
comment  on  this  issue. 

C.  EOP-006-2  System  Restoration 
Coordination 

23.  Proposed  Reliability  Standard 
EOP-006-2,  is  intended  to  ensure  that 
plans  are  established  and  personnel  are 
prepared  to  enable  effective 
coordination  of  the  system  restoration 
process  to  ensure  reliability  is 
maintained  during  restoration.  The 
Commission  proposes  to  approve  EOP- 
006-2  as  it  addresses  the  Commission’s 
directive  in  Order  No.  693  to  ensure  the 
reliability  coordinator  is  involved  in  the 
development  and  approval  of  system 
restoration  plans. 

24.  Under  proposed  Reliability 
Standard  EOP-005-2,  Requiremept  Rl.4 
requires  the  transmission  operator  to 
indentify  each  Blackstart  Resource  and 
its  characteristics.  Currently  effective 
Reliability  Standard  EOP-007-0 
similarly  requires  the  Regional  Entity  to 
maintain  a  database  of  Blackstart 
Resources,  but  these  requirements  have 
no  counterpart  in  EOP-006-2.  The 
Commission  is  concerned  that  the 
absence  of  a  counterpart  to  such  a 
requirement  in  EOP-006-2  could  deny 


United  States  and  Canada:  Causes  and 
Recommendations  at  161  (April  2004)  (Blackout 
Report),  available  at  http://www.ferc.gov/industries/ 
electric/indus-act/blackout.asp. 

^^Information  on  the  relationship  between 
communications  and  electricity  is  available  from 
Public  Safety  &  Homeland  Security  Bureau  of  the 
Federal  Communications  Commission.  See  http:// 
vrww.fcc.gov/pshs/. 


the  Reliability  Coordinator  a  potentially 
useful  tool  in  maintaining  reliability. 
Since  the  reliability  coordinator  is 
responsible  for  overall  system 
awareness,  the  Commission  invites 
comments  as  to  why  the  current  EOP- 
007—0  requirement  was  not  carried 
forward  into  proposed  Reliability 
Standard  EOP-006-2  and  whether  it 
would  be  beneficial  to  include  a 
provision  in  EOP-006-2  that  would 
require  the  reliability  coordinator  to 
maintain  a  database  of  each  Blackstart 
Resource  within  its  area. 

25.  While  proposed  EOP-005-2 
Requirement  R6  requires  each 
transmission  operator  to  verify  through 
analysis  of  actual  events,  simulations  or 
testing  that  its  restoration  plan 
accomplishes  its  intended  function, 
there  is  no  similar  requirement  in 
proposed  EOP-006-2  regarding  the 
reliability  coordinator’s  restoration  plan. 
The  Commission  is  concerned  that  the 
absence  of  a  comparable  verification 
requirement  may  have  a  detrimental 
effect  on  the  quality  of  Reliability 
Coordinators’  planning.  Accordingly  we 
seek  comment  on  whether  the  same  or 
similar  requirement  (verification 
through  actual  events,  steady  state  and 
dynamic  simulations  or  testing)  should 
apply  to  reliability  coordinators. 

26.  Pursuant  to  proposed  EOP-006-2 
Requirements  R5  and  R5.1,  the 
reliability  coordinators  must  review  the 
restoration  plans  required  of 
transmission  operators  by  EOP-005-2 
and  must  approve  or  disapprove  the 
plans  within  30  days  of  receipt.  We  are 
concerned  that  no  clear  guidance  is 
provided  on  how  a  transmission 
operator  should  handle  a  situation 
where  the  reliability  coordinator 
disapproves  a  transmission  operator’s 
plan.  Although  the  reliability 
coordinator  is  the  final  authority, 
should  there  be  a  give  and  take  with  the 
transmission  operator  whose  restoration 
plan  contains  an  element  that  the 
reliability  coordinator  believes  is 
incompatible  with  another  restoration 
plan?  If  neighboring  transmission 
operators  have  conflicting  plans,  how 
will  the  reliability  coordinator 
determine  which  plan  needs  to  change? 
We  invite  comfnent  on  how  a 
transmission  operator  should  proceed 
when  a  transmission  operator’s  plan  is 
rejected  by  a  reliability  coordinator. 

D.  Withdrawal  of  EOP-007-0  and 
Retirement  of  EOP-009-0 

27.  The  Commission  proposes  to 
allow  NERC  to  withdraw  pending 
Reliability  Standards  EOP-007-0  and  to 
retire  EOP-009-0  because,  as  explained 
by  NERC,  the  requirements  contained  in 
those  standards  are  now  included  in 


proposed  Reliability  Standards  EOP- 
005-2  and  EOP-006-2. 

£!.  Proposed  Data  Reporting 
Requirement 

28.  Given  the  importance  of  having 
effective  blackstart  and  restoration  plans 
and  well-trained  personnel  in  place  to 
address  system  restoration  events,  the 
Commission  proposes  that  the  ERO 
collect  data  on  the  performance  of 
system  restoration  exercises  conducted 
by  transmission  operators  and  reliability 
coordinators.  Results  from  restoration 
exercises  are  typically  maintained  as 
evidence  of  compliance  but  generally 
not  shared  with  other  entities  or 
available  from  a  single  source  and  thus 
are  not  available  for  others  to  learn  . 
from.  Accordingly,  the  collection  of  this 
data  will  assist  the  ERO  and 
Commission  in  identifying  the 
effectiveness  of  restoration  plans, 
establishing  best  practices  among 
transmission  operators  and  reliability 
coordinators,  and  determining  the 
effects  on  personnel  performance.  The 
ERO  could,  for  example,  use  this 
information  to  develop  and  disseminate 
“lessons  learned”  regarding  black  start 
capability. 

29.  Thus,  under  section  39.2(d)  of  the 
Commission’s  regulations,  we  propose 
to  direct  the  ERO  to  gather  data  and 
establish  a  database  that  can  be  accessed 
by  transmission  operators,  reliability 
coordinators  and  the  Commission 
regarding  transmission  operator  and 
reliability  coordinator  system 
restoration  drills,  exercises  and 
simulations.  In  particular,  we  propose 
that  the  database  should  include:  (1) 

The  duration  of  each  drill,  exercise  and/ 
or  simulation:  (2)  the  amount  of  load 
considered  lost  at  the  beginning  of  the 
drill,  exercise  and/or  simulation:  (3)  the 
amount  of  load  restored  at  the 
conclusion  of  the  event:  (4)  whether  the 
drill,  exercise  and/or  simulation  was 
table  top,  walk  through  simulation  or 
computer  simulation:  (5)  which  entities 
participated  in  the  drill,  exercise  and/or 
simulation:  and  (6)  whether  Blackstart 
Resources  were  used.  Reliability 
coordinators,  transmission  operators 
and  the  ERO  will  be  able  to  use  this  data 
to  identify  the  effectiveness  of 
restoration  plans  and  to  help  identify 
improvements  that  may  be  necessary  or 
that  could  enhance  restoration.  The 
Commission  seeks  comment  on  the 
proposed  data  collection  including  the 
benefits  of  the  information  to  be 
provided  in  the  proposed  collection,  the 
types  of  information  proposed  to  be 
collected,  and  any  potential  burden  of 
the  proposed  collection. 
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F.  Violation  Risk  Factors/Violation 
Security  Levels 

30.  To  determine  a'base  penalty 
amount  for  a  violation  of  a  Requirement 
within  a  Reliability  Standard,  NERC 
must  first  determine  an  initial  range  for 
the  base  penalty  amount.  To  do  so, 

NERC  assigns  a  violation  risk  factor  to 
each  Requirement  and  sub-Requirement 
of  a  Reliability  Standard  that  relates  to 
the  expected  or  potential  impact  of  a 
violation  of  the  Requirement  on  the 
reliability  of  the  Bulk-Power  System. 

The  Commission  has  established 
guidelines  for  evaluating  the  validity  of 
each  violation  risk  factor  assignment, 

31.  NERC  also  will  assign  each 
Requirement  and  sub-Requirement  one 
of  four  violation  severity  levels — low, 
moderate,  high,  and  severe — as 
measurements  for  the  degree  to  which 
the  Requirement  was  violated  in  a 
specific  circumstance.  On  June  19.,  2008, 
the  Commission  issued  an  order 
establishing  four  guidelines  for  the 
development  of  violation  severity 

levels.26 

32.  With  respect  to  proposed 
Reliability  Standards  EOP-005-2  and 
EOP-006-2,  NERC  proposes  to  assign 
violation  risk  factors  only  to  the  main 
Requirements  and  did  not  propose 
violation  risk  factors  for  any  of  the  sub- 
Requirements.27  NERC  noted  that  such 
practice  is  consistent  with  NERC’s 
August  10,  2009  Informational  Filing 
Regarding  the  Assignment  of  violation 
risk  factors  and  violation  severity 
levels. 28  With  respect  to  proposed 


See  North  American  Electric  Reliability  Carp., 
119  FERC  ^  61,145,  order  on  reh’g,  120  FERC 
%  61,145,  at  P  8-13  (2007)  (Violation  Risk  Factor 
Rehearing  Order).  The  gui.delines  are;  (1) 

Consistency  with  the  conclusions  of  the  Blackout 
Report;  (2)  consistency  within  a  Reliability 
Standard;  (3)  consistency  among  Reliability 
Standards;  (4)  consistency  with  NERC’s  definition 
of  the  violation  risk  factor  level;  and  (5)  treatment 
of  requirements  that  co-mingle  more  than  one 
obligation. 

North  American  Electric  Reliability  Corp.,  123 
FERC  1 61,284,  at  P  20-35  (Violation  Severity  Level 
Order),  order  on  reh’g  &  compliance,  125  FERC 
^  61,212  (2008).  The  guidelines  provide  that  VSL 
assignments  should:  (1)  Not  lower  the  current  level 
of  compliance;  (2)  ensure  uniformity  and 
consistency  in  the  determination  of  penalties;  (3)  be 
consistent  with  the  corresponding  requirement;  and 
(4)  be  based  on  a  single  violation. 

We  note  that  in  Version  Two  Facilities  Design, 
Connections  and  Maintenance  Reliability 
Standards,  Order  No.  722,  126  FERC  1  61,255,  at 
P  45  (2009),  the  ERO  proposed  to  develop  violation 
risk  factors  and  violation  severity  levels  for 
Requirements  but  not  sub-requirements.  The 
Commission  denied  the  proposal  as  “premature” 
and,  instead,  encouraged  the  ERO  to  “develop  a  new 
and  comprehensive  approach  that  would  better 
facilitate  the  assignment  of  violation  severity  levels 
and  violation  risk  factors.”  As  directed,  on  March 
5,  2010,  NERC  submitted  a  eomprehensive 
approach  that  is  currently  pending  with  the 
Commission  in  Docket  No.  RR08— 4-005. 

NERC  Petition  at  22. 


Reliability  Standard  EOP-001-1,  NERC 
proposes  to  carry  forward  the  violation 
risk  factors  and  violation  severity  levels 
currently  assigned  to  the  existing 
Reliability  Standard  EOP-001-0. 

33.  On 'May  5,  2010,  NERC 
incorporated  by  reference  into  Docket 
No.  RR08-l-005,29  its  August  10,  2009 
information  filing  in  which  NERC 
proposes  assigning  violation  risk  factors 
and  violation  severity  levels  only  to  the 
main  Requirements  in 'each  Reliability 
Standard,  and  not  to  the  sub- 
Requirements.  Because  the  violation 
risk  factors  and  violation  severity  levels 
for  proposed  Reliability  Standards  EOP- 
001-1,  EOP-005-2,  and  EOP-006-2  are 
affected  by  the  NERC’s  pending  petition, 
we  propose  to  defer  discussion  on  the 
proposed  violation  risk  factors  and 
violation  severity  levels  assigned  to 
EOP-001-1,  EOP-005-2,  and  EOP-006- 
2  until  after  we  act  on  NERC’s  petition 
in  Docket  No.  RR08-4-005. 

G.  Summary 

34.  W'e  propose  to  approve  proposed 
Reliability  Standards  EOP-001-1,  EOP- 
005-2  and  EOP-006-2  as  well  as  the 
definition  of  the  term  “Blackstart 
Resource”  as  just,  reasonable,  not 
unduly  discriminatory  or  preferential, 
and  in  the  public  interest.  We  also  seek 
comment  from  the  ERO  and  other 
interested  entities  regarding  the 
Commission’s  specific  concerns 
discussed  above.  The  Commission  may 
determine  after  considering  such 
comments  that  it  is  appropriate  to  direct 
the  ERO,  under  section  215(d)(5)  of  the 
FPA,  to  develop  additional 
modifications  to  proposed  EOP-G05-2 
and  EOP-006-2.  We  also  propose  to 
approve  the  retirement  of  the  currently 
effective  Reliability  Standards  EOP- 
001-0,  EOP-005-1,  EOP-006-1,  and 
EOP-009-0  as  well  as  the  definition  of 
“Blackstart  Capability  Plan”  which  are 
superseded  by  the  proposed  Reliability 
Standards  EOP-001-1,  EOP-005-2,  and 
EOP-006-2,  and  we  also  propose  to 
allow  NERC  to  withdraw  the  pending 
Reliability  Standard  EOP-007-0. 

IV.  Information  Collection  Statement 

35.  The  Office  of  Management  and 
Budget  (OMB)  regulations  require 
approval  of  certain  information 
collection  requirements  imposed  hy 
agency  rules.^o  Upon  approval  of  a 
collection(s)  of  information,  OMB  will 
assign  an  OMB  control  number  and  aii 
expiration  date.  Respondents  subject  to 
the  filing  requirements  of  this  rule  will 


Docket  No.  RR08— 4-005  comprises  NERC’s 
March  5,  2010  Violation  Severity  Level  Compliance 
Filing  submitted  in  response  to  Order  No.  722.  See 
Order  No.  722, 126  FERC  "J  61,255  at  P  45. 

30  5CFR1320.il. 


not  be  penalized  for  failing  to  respond 
to  these  collections  of  information 
unless  the  collections  of  information 
display  a  valid  OMB  control  number. 

The  Paperwork  Reduction  Act 
requires  each  federal  agency  to  seek  and 
obtain  OMB  approval  before 
undertaking  a  collection  of  information 
directed  to  ten  or  more  persons,  or 
continuing  a  collection  for  which  OMB 
approval  and  validity  of  the  control 
number  are  about  to  expire. 82 

36.  The  Commission  is  submitting 
these  reporting  and  recordkeeping 
requirements  to  OMB  for  its  review  and 
approval  under  section  3507(d)  of  the 
Paperwork  Reduction  Act.  Comments 
are  solicited  on  the  Commission’s  need 
for  this  information,  whether  the 
information  will  have  practical  utility, 
the  accuracy  of  provided  burden 
estimates,  ways  to  enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected,  and  any  suggested  methods 
for  minimizing  the  respondent’s  burden, 
including  the  use  of  automated 
information  techniques. 

37.  This  Notice  of  Proposed 
Rulemaking  (NOPR),  proposes  to 
approve  three  new  Reliability 
Standards,  EOP-001-1,  EOP-005-2  and 
EOP-006-2  governing  system 
restoration  from  blackstart,  which 
standards  will  replace  currently 
effective  Reliability  Standards  EOP- 
001-0,  EOP-005-1,  EOP-006-1,  and 
EOP-009-0  as  well  as  pending 
Reliability  Standard  EOP-007-0,  all  of 
which  the  Commission  addressed  in 
Order  No.  693.  Rather  than  creating 
entirely  new  blackstart  requirements, 
the  proposed  Reliability  Standards 
EOP-005-2  and  EOP-006-2  instead 
consolidate  and  upgrade  the  overall 
quality  of  the  existing  Reliability 
Standards  governing  blackstart 
planning,  testing  and  training  and 
ensure  enhanced  coordination  of  the 
Bulk-Power  System  restoration  process. 
Thus,  this  proposed  rulemaking  does 
not  impose  entirely  new  burdens  on  the 
effected  entities.  For  example,  the 
currently  effective  restoration  Reliability 
Standards  require  transmission 
operators  to  create,  maintain  and  test 
restoration  plans  and  train  personnel  in 
those  plans.  Similarly,  reliability 
coordinators  are  currently  required  to  a 
have  a  role  in  coordinating  system 
restoration  and  in  focusing  on 
restoration  of  the  Interconnection,  and 
generation  owners  and  operators  are 
currently  required  to  test  and  report  the 
results  of  the  start  up  and  operation  of 
blackstart  generating  units.  Accordingly, 
the  requirements  imposed  by  proposed 


31 44  U.S.C.  3501-20. 

32  44  U.S.C.  3502(3)(A)(i),  44  U.S.C.  3507(a)(3). 
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Reliability  Standards  EOP-005-2  and 
EOP-006-2  are  more  specific  but  not 
necessarily  more  expansive  than 
currently  effective  EOP  Reliability 
Standards  addressing  restoration 
requirements.  However,  the 
Commission’s  proposal  that  the  ERO 
gather  and  report  data  on  the 
performance  of  system  restoration 
exercises  does  enlarge  the  duties  placed 
on  the  affected  entities. 

38.  Public  Reporting  Burden:  Our 
estimate  below  regarding  the  number  of 
respondents  is  based  on  the  NERC 
compliance  r  egistry  as  of  September  28, 
2010.  According  to  the  registry,  there 
are  26  reliability  coordinators  and  176 
transmission  operators  that  would  be 
involved  in  providing  information. 


However,  under  NERC’s  compliance 
registration  program,  entities  may  be 
registered  for  multiple  functions,  so 
there  is  some  double  counting  involved 
in  these  numbers.  Proposed  EOP-006-2 
requires  the  reliability  coordinator  to 
conduct  two  system  restoration  drills, 
exercises  or  simulations  per  calendar 
year  involving  transmission  operators 
and  generation  operators.  Depending  on 
the  scope  of  the  drill,  exercise  or 
simulation,  certain  transmission 
operators  or  generation  operators  may 
not  be  required  to  provide  data  to  the 
reliability  coordinator  in  any  given  year. 
Proposed  reliability  Standard  EOP-005- 
2  requires  generator  operators  with 
Blackstart  Resources  who  have  not 
already  done  so  to  document  in  writing 


both  the  terms  of  their  blackstart 
arrangements  with  their  transmission 
operator  and  their  procedures  for 
energizing  a  bus.  The  registry  indicates 
there  are  773  generator  operators,  but 
we  estimate  of  these  the  requirements 
will  apply  to  230.  Lastly,  EOP-005-2 
requires  transmission  owners  and 
distribution  providers  whose  field 
switching  personnel  have  unique  tasks 
under  a  restoration  plan  to  provide  two 
hours  of  training  every  two  years.  The 
registry  shows  a  net  678  entities  that 
might  be  required  to  carry  out  such 
training  as  a  result  of  these  Reliability 
Standards.  Given  these  parameters,  the 
Commission  estimates  that  the  Public 
Reporting  burden  for  the  requiren\ents 
contained  in  this  NOPR  is  as  follows: 


Data 

collection 

Number  of 
respondents 

Number  of 
annual 
responses 

Hours  per 
respondent 

Total 

annual  hours 

FERC-725A: 

1 

, 

' 

Reliability  coordinators  reporting  data  to 

26 

1 

Reporting:  8 . . 

Reporting:  208. 

NERC  on  annual  basis. 

Recordkeeping:  8  . 

Recordkeeping:  208. 

Transmission  operators  reporting  data  to 

176 

1 

Compliance:  116  . 

Compliance:  20,416. 

their  reliability  coordinator  and  reducing 

Recordkeeping:  16  . 

Recordkeeping:  2,816. 

blackstart  arrangements  to  writing. 

Generator  operator  system  restoration  re- 

230 

1 

80  . 

18,400. 

sponsibilities  including  testing  and  main- 

taining  records. 

Transmission  owner  and  distribution  provider 

678 

1 

8  . 

5,424. 

training  and  recordkeeping. 

Total . 

47,472. 

Information  Collection  Costs:  The 
Commission  seeks  comments  on  the 
costs  to  comply  with  these  requirements 
and  recordkeeping  burden  associated 
with  the  proposed  Reliability  Standards. 

•  Total  Annual  hours  for  Collection: 
(Reporting/Compliance  + 
recordkeeping)  =  hours. 

•  Heporting/Compliance  =  44,448 
hours  @  $132/hoi^r  =  $5,867,136. 

•  Recordkeeping  =  3,024  hours  @ 

$17/hour  =  $51,408.  '  • 

•  Total  Cost  =  $5,918,544. 

•  Title:  Mandatory  Reliability 
Standards  for  the  Bulk-Power  System. 

•  Action:  Proposed  Collection  of 
Information. 

•  OMR  Control  No:  1902-0244. 

•  Respondents:  Business  or  other  for. 
profit,  and/or  not  for  profit  institutions. 

•  Frequency  of  Responses:  Annually. 

•  Necessity  of  the  Information:  This 
proposed  rule  would  approve  revised 
Reliability  Standards  that  modify  the 
existing  requirement  for  system 
restoration  from  a  blackstart.  The 
proposed  Reliability  Standards  require 
some  entities  to  commit  agreements  or 
understandings  to  writing  and/or  draft 
written  procedures.  Other  entities  may 
have  to  produce  and  maintain  training 


materials.  A  proposed  directive  to  those 
Reliability  Standards  would  require 
entities  to  report  annually  to  the  ERO 
who  will  in  turn  report  to  the 
Commission  regarding  transmission 
operator  and  reliability  coordinator 
system  restoration  drills,  exercises  and 
simulations. 

•  Internal  review:  The  Commission 
has  reviewed  the  requirements 
pertaining  to  the  proposed  Reliability 
Standards  for  the  Bulk-Power  System 
and  determined  that  the  proposed 
requirements  are  necessary  to  meet  the 
statutory  provisions  of  the  Energy  Policy 
Act  of  2005.  These  requirements 
conform  to  the  Commission’s  plan  for 
efficient  information  collection,  . 
communication  and  management  within 
the  energy  industry.  The  Commission 
has  assured  itself,  by  means  of  internal 
review,  that  there  is  specific,  objective 
support  for  the  burden  estimates 
associated  with  the  information 
requirements. 

39.  Interested  persons  may  obtain 
information  on  the  reporting 
requirements  by  contacting:  Federal 
Energy  Regulatory  Commission,  888 
First  Street,  NE.,  Washington,  DC  20426 
[Attention:  Ellen  Brown,  Office  of  the 


Executive  Director,  Phone:  (202)  502- 
8663,  fax:  (202)  273-0873,  e-mail: 
DataClearance@ferc.gov].  Comments  on 
the  requirements  of  this  order  may  also 
be  sent  1o  the  Office  of  Information  and 
Regulatory  Affairs,  Office  of 
Management  and  Budget,  Washington, 
DC  20503  [Attention:  Desk  Officer  for 
the  Federal  Energy  Regulatory 
Commission].  For  security  reasons, 
comments  should  be  sent  by  e-mail  to 
OMB  at  oira_submission@omb.eop.gov. 
Please  reference  1902-0244  and  the 
docket  number  of  this  proposed 
rulemaking  in  your  submission. 

V.  Environmental  Analysis 

40.  Tbe  Commission  is  required  to 
prepare  an  Environmental  Assessment 
or  an  Environmental  Impact  Statement 
for  any  action  that  may  have  a 
significant  adverse  effect  on  the  human 
environment. 33  The  actions  proposed 
here  fall  within  the  categorical 
exclusion  in  the  Commission’s 
regulations  for  rules  that  are  clarifying, 
corrective  or  procedural,  for  information 


Regulations  Implementing  the  .^Jational 
Environmental  Policy  Act.  Order  No.  486,  52  FR 
47897  (Dec.  17,  1987),  FERC  Stats.  &  Regs.  1  30,783 
(1987). 
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gathering,  analysis,  and 
dissemination.^"*  Accordingly,  neither 
an  environmental  impact  statement  nor 
environmental  assessment  is  required. 

VI.  Regulatory  Flexibility  Act  Analysis 

41.  The  Regulatory  Flexibility  Act  of 
1980  (RFA)  35  generally  requires  a 
description  and  analysis  of  final  rules 
that  will  have  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  Many  of  the  entities,  i.e., 
reliability  coordinators,  transmission 
operators,  generation  operators, 
transmission  owners  and  distribution 
providers  identified  in  the  transmission 
operator’s  restoration  plan,  to  which  the 
requirements  of  this  rule  would  apply 
do  not  fall  within  the  definition  of  small 
entities,36  but  most  transmission  owners 
and  most  distribution  providers  would 
be  deemed  small  entities.  The  proposed 
Reliability  Standards  clarify  the 
elements  of  restoration  plans  and 
training  requirements  and  give 
reliability  coordinators  a  greater  role  in 
review  and  approval  of  plans,  but  the 
proposed  Reliability  Standards  reflect 
primarily  a  continuation  of  existing 
system  restoration  requirements 
currently  applicable  to  reliability 
coordinators,  transmission  operators 
and  generation  operators. 

42.  Based  on  available  information 
regarding  NERC’s  compliance  registry, 
and  our  best  assessment  of  the 
application  of  the  propo.sed  Reliability 
Standards,  approximately  1,110  entities 
will  be  responsible  for  compliance  with 
proposed  Reliability  Standards  EOP- 
005-2  and  EOP-006-2,  of  which 
approximately  678  are  transmission 
owners  and  distribution  providers  not 
already  subject  to  the  existing  system 
restoration  Reliability  Standards.  Of  the 
678  transmission  owners  and 
distribution  providers,  only  that  subset 
whose  field  switching  personnel  are 
identified  in  the  restoration  plan  as 
having  unique  tasks  will  be  subject  to  a 
new  requirement  under  the  proposed 
standards,  i.e.,  providing  two  hours  of 
system  restoration  training  every  two 
calendar  years  to  such  personnel.  The 
Commission  estimates  that  this 
requirement  will  impose  a  cost  of 
perhaps  $1,056  per  year  on  transmission 
owners  and  distribution  providers,  and 
indeed  for  some  entities  there  will  be  no 


18  CFR  380.4(a)(5*. 

”5  U.S.C.  601-12. 

^6  The  RFA  definition  of  “small  entity”  refers  to 
the  definition  provided  in  the  Small  Business  Act 
(SBA),  which  defines  a  “small  business  concern”  as 
a  business  that  is  independently  owned  and 
operated  and  that  is  not  dominant  in  its  field  of 
operation.  See  15  U.S.C.  632.  According  to  the  SBA, 
a  small  electric  utility  is  defined  as  one  that  has  a 
total  electric  output  of  less  than  four  million  MWh 
in  the  preceding  year. 


additional  cost  because  field  personnel 
are  already  being  trained  in  restoration 
tasks  and  therefore  should  not  present 
significant  operating  costs.  Based  on  the 
foregoing,  the  Commission  certifies  that 
this  proposed  Reliability  Standard  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 

43.  Based  on  this  understanding,  the 
Commission  certifies  that  this  rule  will 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  Accordingly,  no  regulatory 
flexibility  analysis  is  required. 

VII.  Comment  Procedures 

44.  The  Commission  invites  interested 
persons  to  submit  comments  on  the 
matters  and  issues  proposed  in  this 
notice  to  be  adopted,  including  any 
related  matters  or  alternative  proposals 
that  commenters  may  wish  .to  discuss. 
Comments  are  due  January  24,  2011. 
Comments  must  refer  to  Docket  No. 
RMlO-16— 000,  and  must  include  the 
commenter’s  name,  the  organization 
they  represent,  if  applicable,  and  their 
address  in  their  comments. 

45.  Commenters  may  submit 
comments,  identified  by  Docket  No. 
RMlO-1 6-000  and  in  accordance  with 
the  requirements  posted  on  the 
Commission’s  Web  site,  http:// 
www.ferc.gov.  Comments  may  be 
submitted  by  any  of  the  following 
methods: 

•  Agency  Web  Site:  Documents 
created  electronically  using  word 
processing  software  should  be  filed  in 
native  applications  or  print-to-PDF 
format,  and  not  in  a  scanned  format,  at 
http :// WWW. feTC.gov/docs-fHing/ 
efiling.asp. 

•  Mail/Hand  Delivery:  Commenters 
unable  to  file  comments  electronically 
must  mail  or  hand  deliver  their 
comments  to:  Federal  Energy  Regulatory 
Commission,  Secretary  of  the 
Commission,  888  First  Street,  NE., 
Washington,  DC  20426.  These 
requirements  can  be  found  on  the 
Commission’s  Web  site,  see,  e.g.,  the 
“Quick  Reference  Guide  for  Paper 
Submissions,”  available  at  http:// 
ww^. feTC.gov/docs-filing/ efiling.asp  or 
via  phone  from  FERC  Online  Support  at 
202-502-6652  or  toll-free  at  1-866- 
208-3676. 

46.  All  comments  will  be  placed  in 
the  Commission’s  public  files  and  may 
be  viewed,  printed,  or  downloaded 
remotely  as  described  in  the  Document 
Availability  section  below.  Commenters 
on  this  proposal  are  not  required  to 
serve  copies  of  their  comments  on  other 
commenters. 


VIII.  Document  Availability 

47.  In  addition  to  publishing  the  full 
text  of  this  document  in  the  Federal 
Register,  the  Commission  provides  all 
interested  persons  an  opportunity  to 
view  and/or  print  the  contents  of  this 
document  via  the  Internet  through 
FERC’s  Home  Page- ihttp://www. ferc.gov] 
and  in  FERC’s  Public  Reference  Room 
during  normal  business  hours  (8:30  a.m. 
to  5  p.m.  Eastern  time)  at  888  First 
Street,  NE.,  Room  2 A,  Washington,  DC 
20426. 

48.  From  FERC’s  Home  Page  on  the 
Internet,  this  information  is  available  on 
eLibrary.  The  full  text  of  this  document 
is  available  on  eLibrary  in  PDF  and 
Microsoft  Word  format  for  viewing, 
printing,  and/or  downloading.  To  access 
this  document  in  eLibrary,  type  the 
docket  number  excluding  the  last  three 
digits  of  this  document  in  the  docket 
number  field. 

49.  User  assistance  is  available  for 
eLibrary  and  the  FERC’s  Web  site  during 
normal  business  hours  from  FERC 
Online  Support  at  202-502-6652  (toll 
free  at  1-866-208-3676)  or  e-mail  at 
ferconlinesupport@ferc.gov,  or  the 
Public  Reference  Room  at  (202)  502- 
8371,  TTY  (202)502-8659.  E-mail  the 
Public  Reference  Room  at 
public.referenceroom@ferc.gov. 

By  direction  of  the  Commission. 

Nathaniel  J.  Davis,  Sr., 

Deputy  Secretary. 

[FR  Doc.  2010-29569  Filed  11-23-10;  8:45  am) 
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SOCIAL  SECURITY  ADMINISTRATION 

20  CFR  Parts  404  and  416 
[Docket  No.  SSA-2007-0101] 

RIN  0960-AF69 

Revised  Medical  Criteria  for  Evaluating 
Mental  Disorders 

agency:  Social  Security  Administration. 
ACTION:  Notice  of  proposed  rulemaking; 
limited  reopening  of  comment  period. 

SUMMARY:  We  are  reopening  for  a 
limited  purpose  the  comment  period  for 
the  notice  of  proposed  rulemaking 
(NPRM)  that  we  published  in  the 
Federal  Register  on  August  19,  2010  (75 
FR  51336).  We  are  reopening  the 
comment  period  for  15  days  to  clarify 
and  to  seek  additional  public  comment 
about  an  aspect  of  the  proposed 
definitions  of  the  terms  “marked”  and 
“extreme”  in  sections  12.00  and  112.00 
of  our  Listing  of  Impairments  (listings). 
We  are  reopening  the  comment  period 
to  accept  comments  about  that  issue 
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only.  We  will 'not  consider  comments  on 
any  other  aspects  of  the  proposed 
listings  for  mental  disorders  that  we 
receive  during  this  reopened  comment 
period. 

DATES:  To  ensure  that  your  comments 
are  considered,  we  must  receive  them 
no  later  than  December  9,  2010. 

ADDRESSES:  You  may  submit  comments 
by  any  one  of  three  methods — Internet, 
fax,  mail.  Do  not  submit  the  same 
comments  multiple  times  or  by  more 
than  one  method.  Regardless  of  which 
method  you  choose,  please  state  that 
your  comments  refer  to  Docket  No. 
SSA-2007-0101  so  that  we  may 
associate  your  comments  with  the 
correct  regulation. 

Caution:  You  should  be  careful  to 
include  in  your  comments  only 
information  that  you  wish  to  make 
publicly  available.  We  strongly  urge  you 
not  to  include  in  your  cornments  any 
personal  information,  such  as  Social 
Security  numbers  or  medical 
information. 

•  Internet:  We  strongly  recommend 
that  you  submit  your  comments  via  the 
Internet.  Please  visit  the  Federal 
eRulemaking  portal  at  http:// 

WH'w. regulations. gov.  Use  the  Search 
function  to  find  docket  number  SSA- 
2007-0101.  The  system  will  issue  a 
tracking  number  to  confirm  your 
submission.  You  will  not  be  able  to 
view  your  comment  immediately 
because  we  must  post  each  comment 
manually.  It  may  take  up  to  a  week  for 
your  comment  to  be  viewable. 

•  Fax:  Fax  comments  to  (410)  966- 
2830. 

•  Mail:  Address  your  comments  to 
the  Office  of  Regulations,  Social 
Security  Administration,  107  Altmeyer 
Building,  6401  Security  Boulevard, 
Baltimore,  Maryland  21235-6401. 

Comments  are  available  for  public 
viewing  on  the  Federal  eRulemaking 
portal  at  http:/7www.reguIations.gov  or 
in  person,  during  regular  business 
hours,  by  arranging  with  the  contact 
person  identified  below.  ^ 

FOR  FURTHER  INFORMATION  CONTACT: 

Cheryl  A.  Williams,  Office  of  Medical 
Listings  Improvement,  Social  Security 
Administration,  6401  Security 
Boulevard,  Baltimore,  Maryland  21235- 
6401,  (410)  965-1020.  For  information 
on  eligibility  or  filing  for  benefits,  call 
our  national  toll-free  number,  1-800- 
772-1213,  or  TTY  1-800-325-0778,  or 
visit  our  Internet  site.  Social  Security 
Online,  at  http:// 
mvu'.  socialsecuri  ty.gov. 

SUPPLEMENTARY  INFORMATION: 


Electronic  Version 

The  electronic  file  of  this  document  is 
available  on  the  date  of  publication  in 
the  Federal  Register  at  http:// 
www.gpoaccess.gov/fr/index.htmI. 

We  are  reopening  until  December  9, 
2010  the  comment  period  on  one  aspect 
of  our  proposed  rules  to  revise  our 
mental  disorders  listings:  Definitions  we 
provide  for  the  terms  “marked”  and 
“extreme”  that  refer  to  standardized 
testing.  In  light  of  the  public  comments 
\ye  have  received  on  this  aspect  of  our 
proposed  rules,  we  have  decided  to 
provide  more  background  about  these 
proposals,  to  clarify  our  intent,  and  to 
request  additional  public  comment  on 
only  this  clarification.  We  have  received 
many  letters  and  facsimile  messages 
from  members  of  the  public  who  appear 
to  have  misunderstood  the  background 
and  purpose  of  these  proposals.  We 
believe  that  it  will  be  helpful  to  these 
and  other  commenters  if  we  provide 
more  information  and  more  time  to 
comment  on  this  issue. 

Background 

In  this  section  and  the  sections  that 
follow,  we  will  review  what  our  current 
rules  say,  the  history  of  those  rules  and 
how  we  developed  them,  and  how  they 
relate  to  the  proposed  rules.  As  we  will 
show,  in  most  instances  the  proposed 
rules  would  not  be  new,  especially  for 
children  with  mental  disorders  who 
claim  disability  benefits  under  the  , 
supplemental  security  income  (SSI) 
program.  We  developed  the  rules  with 
input  from  both  medical  experts  and 
advocates  for  people  who  have  mental 
disorders.  We  do  not  intend  the 
proposed  rules  to  have  the  effect  of 
encouraging  our  adjudicators  to 
purchase  testing;  rather,  they  are 
alternative  criteria  that  we  use  to  help 
define  our  terms  for  assessing  severity 
under  the  listings.  The  proposed  rules 
would  also  not  directly  affect  adults  or 
children  who  are  already  receiving 
disability  benefits  from  us. 

Under  our  current  mental  disorders 
listings,  each  listing  (except  listings 
12.05  and  12.09)  consists  of  a  statement 
describing  the  disorder(s)  addressed  by 
the  listing  (a  “capsule  definition”), 
paragraph  A  criteria  (a  set  of  medical 
findings),  and  paragraph  B  criteria  (a  set 
of  four  impairment-related  functional 
limitations). 1  In  general,  we  will  find 
that  an  adult  is  disabled  under  the 
current  mental  disorders  listings  if  he  or 
she  has  a  mental  disorder  that  meets  the 
capsule  definition  and  the  paragraph  A 


1  There  are  additional  functional  criteria,  which 
we  refer  to  as  the  paragraph  C  criteria,  in  current 
listings  12.02,  12.03,  12.04,  and  12.06.  We  do  not 
discuss  those  criteria  here. 


criteria  of  a  listing,  and  the  disorder 
results  in  “marked”  limitations  in  two  of 
the  four  paragraph  B  criteria.  We  define 
the  term  “marked”  for  adults  in  current 
§  12.00C  as  follows: 

Where  we  use  “marked”  as  a  standard  for 
measuring  the  degree  of  limitation,  it  means 
more  than  moderate  but  less  than  extreme.  A 
marked  limitation  may  arise  when  several 
activities  or  functions  are  impaired,  or  even 
when  only  one  is  impaired,  as  long  as  the 
degree  of  limitation  is  such  as  to  interfere 
seriously  with  your  ability  to  function  • 
independently,  appropriately,  effectively, 
and  on  a  sustained  basis. 

We  also  cross-refer  to  current 
§§  404.1520a  and  416.920a  in  our 
regulations,  which  indicate  that 
“marked”  is  more  than  moderate  and 
less  than  extreme.  We  repeat  a  variation 
of  this  definition  of  “marked”  in 
additional  sections  under  §  12.00C.  For 
example,  in  §  12.00C1,  we  stateu“We  do 
not  define  ‘marked’  by  a  specific 
number  of  activities  of  daily  living  in 
which  functioning  is  impaired,  but  by 
the  nature  and  overall  degree  of 
interference  with  function.”  We  follow 
this  statement  with  an  example  that 
refers  generally  to  “serious”  difficulties 
in  daily  activities. 

Except  for  very  minor  language 
changes,  we  have  had  this  definition  of 
“marked”  in  our  adult  mental  disorders 
listings  since  1985.2  1985  adult 

mental  disorders  listings  were  also  the 
first  listings  in  which  we  established  a 
standard  of  listing-level  severity  based 
on  “marked”  limitations  in  two  broad 
areas  of  functioning.  Since  that  time, 
however,  we  have  issued  other  listings 
and  rules  that  use  a  “two-marked 
standard”  or  otherwise  refer  to  “marked” 
limitations. 

Over  the  last  20  years,  we  have 
refined  and  expanded  our  definition  of 
the  term  “marked”  in  response  to 
questions  from  our  adjudicators  and  the 
public  and  based  on  expert  input.  We 
first  expanded  the  definition  of 
“marked”  in  revised  childhood  mental 
disorders  listings  we  published  in 
1990.3  Although  we  have  made  minor 
language  changes,  the  definition  of 
“marked”  in  our  childhood  disability 
rules,  which  we  developed  With 
information  we  received  from  a  panel  of 
experts,  has  been  substantively  the  same 
since  we  first  published  it.  The  current 
childhood  rule  provides: 

Where  “marked”  is  used  as  a  standard  for 
measuring  the  degree  of  limitation!,]  it  means 
more  than  moderate  but  less  than  extreme.  A 
marked  limitation  may  arise  when  several 
activities  or  functions  are  impaired,  or  even 
when  only  one  is  impaired,  as  long  as  the 


2  50  FR  35038,  33066  (August  28.  1985). 
355  FR  51208  (December  12,  1990). 
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degree  of  limitation  is  such  as  to  interfere 
seriously  with  the  ability  to  function  (based 
upon  age-appropriate  expectations) 
iiulependently,  appropriately,  effectively, 
and  on  a  sustained  basis.  When  standardized 
tests  are  used  as  the  measure  of  functional 
parameters,  a  valid  score  that  is  two  standard 
deviations  below  the  norm  for  the  test  will 
be  considered  a  marked  restriction."* 

We  incorporated  this  definition  by 
reference  for  the  policy  of  functional 
equivalence  when  we  first  established 
that  policy  in  1991.^  In  1997,  following 
the  enactment  of  Public  Law  104-193, 
we  published  separate  definitions  of  the 
terms  “marked”  and  “extreme”  for  the 
purposes  of  determining  functional 
equivalence.  We  also  provided  several 
alternative  definitions,  including  a 
definition  that  provided  that  “[w]hen 
standardized  tests  are  used  as  the 
measure  of  functional  abilities,  a  valid 
score  that  is  two  standard  deviations  or 
more  below  the  norm  for  the  test  (but 
less  than  three  standard  deviations)” 
would  establish  a  marked  limitation. 

Our  1997  rules  also  provided  that 
“[wjhen  standardized  tests  are  used  as 
the  measure  of  functional  abilities,  a 
valid  score  that  is  three  standard 
deviations  or  more  below  the  norm  for 
the  test”  would  establish  an  extreme 
limitation.® 

When  we  first  published  this  rule  in 
1997,  we  explained  that  the  definitions 
of  “marked”  and  “extreme”  were  “not  - 
new,  but  are  based  on.longstanding 
policy  in  the  regulations  and 
interpretations  we  have  used  in  our 
internal  instructions  and  training.”^ 

As  in  1991,  the  rules  for  SSI  children 
we  published  in  1997  were  interim  final 
rules  with  a  request  for  public  comment. 
When  we  published  the  final  rules  in 
2000,®  we  explained  in  the  preamble 
that  “we  asked  a  number  of  individual 
experts  for  information  as  we 
formulated  these  final  rules.  The  experts 
included  pediatricians,  psychologists, 
and  other  pediatric  specialists,  and  . 
individual  advocates  for  children  with 
disabilities  w'ho  have  expert  knowledge 
about  the  SSI  program.”®  The  final  rules 
we  published  in  2000  contained  specific 
definitions  of  the  terms  “marked”  and 
“extreme”  that  are  consistent  with  the 
rules  we  proposed  in  our  August  2010 
NPRM,  including  the  provisions  that: 

•  We  will  find  that  a  person  has  a 
“marked”  limitation  when  he  or  she  has 
a  valid  score  that  is  two  standard 
deviations  or  more  below  the  mean,-but 
less  than  three  standard  deviations,  and 

"Listings,  §112.00C. 

^  See,  in  general,  56  FR  5534  (February  11, 1991). 

8  20  CFR  416.926a(c)(3)  (1997). 

^62  FR  6408,  6414  (February  11, 1997). 

»  65  FR  54747  (September  1 1 ,  2000). 

9/fc/d. 


•  “Marked”  limitation  is  the  ' 

equivalent  of  the  functioning'  we  would 
expect  to  find  on  standardized  testing 
with  scores  that  are  at  least  two,  but  less 
than  three,  standard  deviations  below 
the  mean. 

The  current  functional  equivalence 
rule  is  identical  to  the  rule  we 
published  in  2000.’"  We  also  provide  a 
definition  of  “extreme”  with  criteria 
similar  to  those  in  the  definition  of 
“marked”  but  at  a  higher  level  of 
severity. 

When  w'e  published  the  current 
definition  of  “marked”  for  functional 
equivalence,  we  explained  in  the 
preamble  of  the  final  rules: 

In  addition  to  retaining  the  other 
definitions  of  “marked”  from  the  interim  final 
rules,  we  also  added  a  new  one  explaining 
that  “marked”  is  the  equivalent  of  functioning 
we  would  expect  to  find  on  standardized 
testing  with  scores  that  are  at  least  two,  but 
less  than  three,  standard  deviations  below 
the  mean.  This  includes  in  our  rules  a 
longstanding  instruction  from  the  training 
manual  we  provided  to  our  adjudicators 
when  the  interim  final  rules  were 
implemented.  (Childhood  Disability 
Training,  SSA  Office  of  Disability,  Pub.  No. 
64-075,  March  1997.)” 

What  the  Proposed  Rules  Say 

Immediately  before  we  define  the 
terms  “marked”  and  “extreme,”  we 
provide  the  following  general  guidance 
in  proposed  §  12.00D1: 

1.  General 

a.  When  we  rate  your  limitations 
using  the  paragraph  B  mental  abilities, 
we  consider  only  limitations  you  have 
because  of  your  mental  disorder. 

b.  To  do  most  kinds  of  work,  a  person 
is  expected  to  use  his  or  her  mental 
abilities  independently,  appropriately, 
effectively,  and  on  a  sustained  basis. 

c.  Marked  or  extreme  limitation  of  a 
paragraph  B  mental  ability  reflects  the 
overall  degree  to  which  your  mental 
disorder  interferes  with  your  using  that 
ability  independently,  appropriately, 
effectively,  and  on  a  sustained  basis  in 
a  work  setting.  It  does  not  necessarily 
reflect  a  specific  type  or  number  of 
activities,  including  activities  of  daily 
living,  that  you  have  difficulty  doing.  In 
addition,  no  single  piece  of  information 
(including  test  scores)  can  establish 
whether  you  have  marked  or  extreme 
limitation  of  a  paragraph  B  mental 
ability.  [See  12.00D4.)  [Emphasis 
added.) 

d.  Marked  or  extreme  limitation  of  a 
paragraph  B  mental  ability  also  reflects 
the  kind  and  extent  of  supports  you 
receive  and  the  characteristics  of  any 

20  CFR  416.926a(e)(2). 

**65  FR  at  54757. 


highly  structured  setting  in  which  you 
spend  your  time  that  enable  you  to 
function  as  you  do.  The  metre  extensive 
the  supports  or  the  more  structured  the 
setting  you  need  to  function,  the  more 
limited  we  will  find  you  to  be.  *  *  * 

The  proposed  rule  defining  “marked” 
limitation  for  adults  says: 

2.  What  We  Mean  by  “Marked” 

Limitation 

a.  Marked  limitation  of  a  paragraph  B 
mental  ability  means  that  the  symptoms 
and  signs  of  your  mental  disorder 
interfere  seriously  with  your  using  that 
mental  ability  independently, 
appropriately,  effectively,  and  on  a 
sustained  basis  to  function  in  a  work 
setting.  Although  we  do  not  require  the 
use  of  such  a  scale,  marked  would  be 
the  fourth  pjoint  on  a  five-point  rating 
scale  consisting  of  no  limitation,  slight 
limitation,  moderate  limitation,  marked 
limitation,  and  extreme  limitation. 

b.  Although  we  do  not  require 
standardized  test  scores  to  determine 
whether  you  have  marked  limitations, 
we  will  generally  find  that  you  have 
marked  limitation  of  a  paragraph  B 
mental  ability  when  you  have  a  valid 
score  that  is  at  least  two,  but  less  than 
three,  standard  deviations  below  the 
mean  on  an  individually  administered 
standardized  test  designed  to  measure 
that  ability  and  the  evidence  shows  that 
your  functioning  over  time  is  consistent 
with  the  score.  (See  also  12.00D4.) 
[Emphasis  added.] 

c.  Marked  limitation  is  also  the 
equivalent  of  the  level  of  limitation  we 
would  expect  to  find  on  standardized 
testing  with  scores  that  are  at  least  two, 
but  less  than  three,  standard  deviations 
below  the  mean.’^ 

Proposed  §§  12.00D4a  and  D4c  say,  as 
pertinent  to  this  reopened  NPRM: 

4.  How  We  Consider  Your  Test  Besults 

a.  We  do  not  rely  on  any  IQ  score  or 
other  test  result  alone.  We  consider  your 
test  scores  together  with  the  other 
information  we  have  about  how  you  use 
the  mental  abilities  described  in  the 
paragraph  B  criteria  in  your  day-to-day 
functioning. 

★  ★  *  ★  * 

c.  Generally,  we-will  not  find  that  a 
test  result  is  valid  for  our  purposes 
when  the  information  we  have  about 
your  functioning  is  of  the  kind  typically 
used  by  medical  professionals  to- 
determine  that  the  test  results  are  not 
the  best  measure  of  your  day-to-day 
functioning.  If  there  is  a  material 
inconsistency  between  your  test  results 

*2  Propose  §  12.00D2,  75  FR  at  51356.  Again, 
there  is  a  similar  definition  of  “extreme”  in  the  next 
paragraph  on  the  same  page. 
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and  other  information  in  your  case 
record,  we  will  try  to  resolve  it.  *  *  * 
***** 

(Emphasis  added).  We  provide  similar 
definitions  of  the  terms  “marked”  and 
“extreme”  in  the  listings  section  for 
children,  with  criteria  appropriate  to 
childhood. 

Why  are  we  providing  a  limited 
reopening  of  the  public  comment 
period? 

In  response  to  the  NPRM,  we  received 
many  public  comments  that  seemed  to 
misunderstand  our  current  policy,  what 
changes  we  were  proposing,  and  how 
the  proposals  might  affect  adults  and  • 
children.  We  believe  that  much  of  the 
confusion  was  caused  by  our  failure  to 
provide  sufficiently  detailed 
information  about  our  current  policies 
and  where  our  proposals  came  from.  We 
apologize  for  that  omission,  which  we 
have  corrected  in  this  notice. 

Although  we  received  a  wide  variety 
of  comments,  we  are  reopening  the 
public  comment  period  on  a  limited 
basis  to  specifically  address  the 
misunderstanding  of  our  current  and 
proposed  policy  regarding  the  use  of 
standardized  tests.  We  are  requesting 
public  comment  only  on  this  issue  in 
light  of  the  clarification  we  are 
providing  in  this  notice. 

Many  commenters  focused  on  two 
aspects  of  our  proposed  rule:  (1)  A 
definition  of  “marked”  based  on  a 
standardized  test  score  that  is  two 
standard  deviations  below  the  mean; 
and,  (2)  a  separate  definition  of 
“marked”  based  on  functioning  that 
would  be  the  equivalent  of  such  a  score 
if  there  were  a  standardized  test.  As 
discussed  above,  neither  of  these 
proposals  represents  new  policy;  both 
are  based  on  our  longstanding  rules. 
However,  some  commenters  said  that 
our  proposal  would  encourage  our 
adjudicators  to  use  standardized  tests. 
Many  said  that  we  should  drop  all ' 
reference  to  standardized  tests  in  the 
mental  illness  sections  of  the  proposed 
mles  and  that  the  change  would  reduce 
the  number  of  children  and  adults  with 
serious  mental  disorders  who  qualify  for 
disability  benefits.  Some  who  are 
already  beneficiaries  or  who  have  family, 
members  who  are  beneficiaries  were 
concerned  that  they  would  lose  their 
benefits. 

We  did  not  intend  for,  and  do  not 
believe  that,  our  proposed  rules  would 
do  any  of  these  things.  The  childhood 
mental  disorders  listings  have  contained 
a  provision  defining  “mcurked”  limitation 
as  a  score  that  is  two  standard 
deviations  below  the  mean  on  a 
standardized  test  for  20  years.  We  * 
developed  those  rules  with  information 


we  received  from  a  group  of  mental 
health  experts.  We  did  not  propose  to 
change  that  provision  or  the  way  we 
determine  disability  in  children  with 
serious  mental  disorders.  We  proposed 
only  to  extend  the  provision  to  adults 
since  it  has  worked  well  in  childhood 
claims. 

The  proposed  rules  for  adults  and 
children  do  not  state  that  adjudicators 
should  obtain  standardized  tests, 
encourage  them  to  do  so,  or  indicate 
that  there  are  standardized  tests  for  all 
serious  mental  disorders.  Rather,  our 
proposed  rules  state  only  that  if  a  person 
has  a  standardized  test  and  the  scores 
are  two  standard  deviations  below  the 
mean,  the  test  will  show  that  the  person 
has  a  “marked”  limitation.  Consistent 
with  our  current  childhood  rules,  the 
proposed  rules  also  state  that 
adjudicators  must  not  rely  on  the  results 
of  standardized  tests  alone  but  must 
consider  all  of  the  evidence  in  the 
person’s  case  record. 

Since  the  beginning  of  2001,  our 
functional  equivalence  regulation  has 
contained  an  alternative  rule  defining 
“marked”  limitation  fqr  children  based 
on  functioning  that  would  be  consistent 
with  a  score  on  a  standardized  test  that  ’ 
is  two  standard  deviations  below  the 
mean,  if  there  were  such  a  test.  As  with 
the  provision  for  actual  scores  from  an 
actual  test,  the  rule  provides  that  we 
will  find  that  the  child  has  a  marked 
limitatipn  if  the  child  is  functioning  at 
that  level.  The  regulation  section,  like 
the  proposed  rule  for  the  mental 
disorders  listings,  also  provides  other 
definitions  for  the  term  “marked.”  We 
began  using  this  regulation  in  1997,  13 
years  ago.  The  number  of  awards  of 
children  who  apply  for  SSI  has  not 
fallen  since  that  time.^^  Given  this 
experience,  we  believe  that  it  was 
appropriate  to  include  the  rule  in  both 
the  adult  and  child  mental  disorders 
listings. 

Perhaps  most  importantly,  it  appeared 
that  many  commenters  did  not 
understand  that  we  do  not  deny  a 
person’s  claim  merely  because  his  or  her 
impairment(s)  does  not  meet  or 
medically  equal  the  criteria  of  our 
listings.  As  under  our  current  rules, 
adults  with  mental  disorders  who 
cannot  perform  their  past  work  or  a 
significant  number  of  jobs  in  the 
national  economy  considering  their  age, 
education,  and  work  experience  would 
still  be  able  to  qualify  under  other  rules 
we  have  for  finding  persons  disabled. 


You  may  look  up  our  award  data  for  children 
under  SSI  by  year  in  the  SSI  Annual  Statistical 
Report,  available  at:  http://www.socialsecurity.gov/ 
policy/docs/statcomps/ssijisr/2009/ssijasr09.pdf. 


We  also  want  to  make  clear  that  we 
do  not  reexamine  the  entitlement  of 
beneficiaries  when  we  revise  listings. 
When  we  periodically  perform 
continuing  disability  reviews  to 
determine  if  beneficiaries  are  still 
disabled,  we  continue  to  use  the  same 
listing  section  we  used  to  make  our 
most  recent  favorable  decision.^'*  Thus, 
beneficiaries  who  qualified  under  a 
current  listing  would  continue  to 
qualify  as  long  as  their  impairments 
continued  to  meet  or  medically  equal 
the  current  listing. 

In  light  of  the  importance  of  this  issue 
and  the  widespread  misunderstanding 
of  our  proposed  rules,  we  are  reopening 
the  comment  period  for  the  limited, 
purpose  of  allowing  interested  persons 
to  provide  any  additional  comments 
they  may  have  on  our  proposed  policy 
regarding  the  use  of  standardized  tests. 

Michael  J.  Astrue, 

Commissioner  of  Social  Security. 

[FR  Doc.  2010-29577  Filed  11-23-10;  8:45  am] 
BILUNG  CODE  4191-02-P 


DEPARTMENT  OF  JUSTICE 
Drug  Enforcement  Administration 

21  CFR  Part  1308 

[Docket  No.  DEA-345N] 

Scheduies  of  Controlied  Substances: 
Temporary  Placement  of.  Five 
Synthetic  Cannabinoids  Into 
Schedule  I 

agency:  Drug  Enforcement 
Administration  (DEA),  U.S.  Department 
of  Justice. 

ACTION:  Notice  of  Intent. 


SUMMARY:  The  Deputy  Administrator  of 
the  Drug  Enforcement  Administration 
(DEA)  is  issuing  this  notice  of  intent  to 
temporarily  place  five  synthetic 
cannabinoids  into  the  Controlled 
Substances  Act  (CSA)  pursuant  to  the 
temporary  scheduling  provisions  under 
21  U.S.C.  811(h)  of  the  CSA.  The 
substances  are  l-pentyl-3-(l- 
naphthoyl)indole  (JWH-018),  l-butyl-3- 
(l-naphthoyl)indole  (JWH-073),  l-[2-(4- 
morpholinyl)ethyl]-3-(l- 
naphthoyl)indole  (JWH-200),  5-(l,l- 
dimethylheptyl)-2-[(l/?,3S)-3- 
hydroxycyclohexylj-phenol  (CP- 
47,497),  and  5-(l,l-dimethyloctyl)-2- 
[(lfl,3S)-3-hydroxycyclohexyl]-phenol 
(cannabicyclohexanol;  CP-47,497  C8 
homologue).  This  intended  action  is 
based  on  a  finding  by  the  DEA  Deputy 


”  See  404.1594(c)(3)(i).  416.994(b){2)(iv)(A),  and 
416.994a{b)(2). 
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Administrator  that  the  placement  of 
these  synthetic  cannabinoids  into 
Schedule  I  of  the  CSA  is  necessary  to 
avoid  an  imminent  hazard  to  the  public 
safety.  Finalization  of  this  action  will 
impose  criminal  sanctions  and 
regulatory  controls  of  Schedule  I 
substances  under  the  CSA  on  the 
manufacture,  distribution,  possession, 
importation,  and  exportation  of  these 
synthetic  cannabinoids. 

FOR  FURTHER  INFORMATION  CONTACT: 
Christine  A.  Sannerud,  Ph.D.,  Chief, 

Drug  and  Chemical  Evaluation  Section, 
Office  of  Diversion  Control,  Drug 
Enforcement  Administration,  8701 
Morrissette  Drive,  Springfield,  VA 
22152,  telephone  (202)  307-7183,  fax 
(202)  353-1263,  or  e-mail 
ode@dea.usdoj.gov. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  Comprehensive  Crime  Control 
Act  of  1984  (Pub.  L.  98-473),  which  was 
signed  into  law  on  October  12,  1984, 
amended  section  201  of  the  CSA  (21 
U.S.C.  811)  to  give  the  Attorney  General 
the  authority  to  temporarily  place  a 
substance  into  Schedule  I  of  the  CSA  for 
one  year  without  regard  to  the 
requirements  of  21  U.S.C.  811(b)  if  he 
finds  that  such  action  is  necessary  to 
avoid  imminent  hazard  to  the  public 
safety.  The  Attorney  General  may 
extend  the  temporary  scheduling  up  to 
six  months.  A  substance  may  be 
temporarily  scheduled  under  the 
emergency  provisions  of  the  CSA  if  it  is 
not  listed  in  any  other  schedule  under 
section  202  of  the  CSA  (21  U.S.C.  812) 
or  if  there  is  no  exemption  or  approval 
in  effect  under  21  U.S.C.  355  for  the 
substance.  The  Attorney  General  has 
delegated  his  authority  under  21  U.S.G. 
811  to  the  Administrator  of  DEA  (28 
CFR  0.100).  The  Administrator  has 
redelegated  this  function  to  the  Deputy 
Administrator,  pursuant  to  28  CFR, 
appendix  to  subpart  R,  section  12. 

Section  201(h)(4)  of  the  CSA  (21 
U.S.C.  811(h)(4))  requires  the  Deputy 
Administrator  to  notify  the  Assistant 
Secretary  for  Health,  delegate  of  the 
Secretary  of  Health  and  Human 
Serxdces,  of  her  intention  to  temporarily 
place  a  substance  into  Schedule  I  of  the 
CSA.  Comments  submitted  by  the 
Assistant  Secretary  for  Health  in 
response  to  this  notification,  including 
whether  there  is  an  exemption  or 
approval  in  effect  for  the  substance  in 
question  under  the  Federal  Food,  Drug 
and  Cosmetic  Act,  shall  be  taken  into 
consideration  before  a  final  order  is 
published. 

In  making  a  finding  that  placing  a 
substance  temporarily  into  Schedule  I  of 


the  CSA  is  necessary  to  avoid  an 
imminent  hazard  to  the  public  safety, 
the  Deputy  Administrator  is  required  to 
consider  three  of  the  eight  factors  set 
forth  in  section  201(c)  of  the  CSA  (21 
U.S.C.  811(c)).  These  factors  are  as 
follows:  (4)  History  and  current  pattern 
of  abuse;  (5)  The  scope,  duration  and 
significance  of  abuse;  and  (6)  What,  if 
any,  risk  there  is  to  the  public  health. 

Synthetic  Cannabinoids 

Synthetic  cannabinoids  have  been 
developed  over  the  last  30  years  for 
research  purposes  to  investigate  the 
cannabinoid  system.  No  legitimate  non¬ 
research  uses  have  been  identified  for 
these  synthetic  cannabinoids.  They  have 
not  been  approved  by  the  U.S.  Food  and 
Drug  Administration  for  human 
consumption.  These  THC-like  synthetic 
cannabinoids,  l-pentyl-3-(l- 
naphthoyl)indole  (JWH-018),  l-butyl-3- 
(l-naphthoyl)indole  (JWH-073),  l-[2-(4- 
morpholinyl)ethyl]-3-(l- 
naphthoyl)indole  (JWH-200),  5-(l,l- 
dimethylheptyl)-2-[(l/?,3S)-3- 
hydroxycyclohexyl]-phehol  (CP- 
47,497),  and  5-(l,l-dimethyloctyl)-2- 
[(lR,3S)-3-hydroxycyclohexyl]-phenol 
(cannabicyclohexanol;  CP-47,497  C8 
homologue),  are  so  termed  for  their 
THC-like  pharmacological  properties. 
Though  they  have  similar  properties  to 
(ie/ta-9-tetr^ydrocannabinol  (THC) 
found  in  marijuana  and  have  been 
found  to  be  more  potent  than  THC  in 
animal  studies.  Numerous  herbal, 
products  have  been  analyzed  and  JWH- 
073,  JWH-018,  JWH-200,  CP-47,497, 
and  cannabicyclohexanol  have  been 
identified  in  varying  mixture  profiles 
and  amounts  spiked  on  plant  material. 

Factor  4.  History  and  Current  Pattern  of 
Abuse 

The  emergence  of  these  synthetic 
cannabinoids  represents  a  recent 
phenomenon  in  the  designer  drug 
market.  Since  the  initial  identification 
of  JWH-018  in  December  2008,  many 
additional  synthetic  cannabinoids  with 
purported  psychotropic  effects  have 
been  identified  in  related  products.  The 
popularity  of  these  THC-like  synthetic 
cannabinoids  has  greatly  increased  in 
the  United  States  and  they  are  being 
abused  for  their  psychoactive 
properties.  Primarily  found  laced  on 
plant  material,  these  synthetic 
cannabinoids  are  also  being  abused 
alone  as  self-reported  on  Internet 
discussion  boards.  This  abuse  has  been 
characterized  by  both  acute  and  long 
term  public  health  and  safety  problems. 
Even  though  there  is  no  accepted  use  for 
these  synthetic  cannabinoids,  multiple 
shipments  of  JWH-018  and  JWH-073 
have  been  intercepted  by  U.S.  Customs 


I 

and  Border  Protection  in  2010,  with  one 
being  in  excess  of  50  kilograms.  I 

Additionally,  bulk  loads  of  JWH-018  I 

and  JWH-200  have  been  seized  by  law  " 
enforcement  in  2010.  In  Casper,  ; 

Wyoming,  products  seized  in  a  raid, 
which  were  laced  with  synthetic  | 

cannabinoids,  were  found  in 
conjunction  with  illicit  drugs. 

The  products  containing  these  THC-  | 

like  synthetic  cannabinoids  are  I 

marketed  as  “legal”  alternatives  to 
marijuana  and  are  being  sold  over  the 
Internet  and  in  tobacco  and  smoke 
shops,  drug  paraphernalia  shops,  and  | 

convenience  stores.  These  synthetic  ! 

cannabinoids  alone  or  spiked  on  plant  i 

material  have  the  potential  to  be 
extremely  harmful  due  to  their  method 
of  manufacture  and  high  j 

pharmacological  potency.  DEA  has  been  j 
made  aware  that  smoking  these  ! 

synthetic  cannabinoids  for  the  purpose  L 

of  achieving  intoxication  and  f 

experiencing  the  psychoactive  effects  is  | 
identified  as  a  reason  for  emergency 
room  visits  and  calls  to  poison  control  [ 
centers. 

As  of  October  15,  2010,  15  states  in  | 
the  United  States,  European  and  | 

Scandinavian  countries  have  controlled  | 

one  or  more  of  the  synthetic  | 

cannabinoids  DEA  is  temporarily  } 

scheduling  here.  | 


According  to  forensic  lahcratory  | 

reports,  the  first  appearance  of  these  I 

synthetic  cannabinoids  in  the  United  i 
States  occurred  in  November  2008,  e 

when  U.S.  Customs  and  Border  = 

Protection  analyzed  “Spice”  products.  i 

From  January  2010  through  September  i 

2010,  the  National  Forensic  Laboratorj'  ; 

Information  System,  a  national 
repository  of  drug  evidence  analyses 
from  forensic  laboratories  across  the 
United  States,  reported  over  500 
exhibits  relating  to  these  synthetic 
cannabinoids  from  various  States 
including  Alabama,  Arkansas, 

California,  Florida,  Hawaii,  Iowa, 

Indiana,  Kansas,  Kentucky,  Louisiana, 
Minnesota,  Missouri,  North  Dakota, 
Nebraska,  Nevada,  Oklahoma, 
Pennsylvania,  South  Carolina, 

Tennessee,  and  Virginia.  Additionally, 
the  American  Association  of  Poison 
Control  Centers  (AAPCC)  has  reported 
receiving  over  1,500  calls  as  of 
September  27,  2010,  relating  to  products 
spiked  with  these  synthetic 
cannabinoids  from  48  states  and  the 
District  of  Columbia. 


Factor  5.  Scope,  Duration  and 
Significance  of  Abuse 
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Factor  6.  What,  if  Any,  Risk  There  Is  to 
the  Public  Health 

JWH-018,  JWH-073,  JWH-200,  CP- 
47,497,  and  cannabicyclohexanol  share 
pharmacological  similarities  with  the 
Schedule  I  substance  THC.  Health 
warnings  have  been  issued  by  numerous 
state  public  health  departments  and 
poison  control  centers  describing  the 
adverse  health  effects  associated  with 
these  synthetic  cannabinoids  and  their 
related  products  including  agitation, 
anxiety,  vomiting,  tachycardia,  elevated 
blood  pressure,  seizures,  hallucinations 
and  non-responsiveness.  Case  reports 
describe  psychotic  episodes, 
withdrawal,  and  dependence  associated 
with  use  of  these  synthetic 
cannabinoids,  similar  to  syndromes 
observed  in  cannabis  abuse.  Emergency 
room  physicians  have  reported 
admissions  connected  to  the  abuse  of 
these  synthetic  cannabinoids. 
Additionally,  when  respondijig  to 
incidents  involving  individuals  who 
have  reportedly  smoked  these  synthetic 
cannabinoids,  first  responders  report 
that  these  individuals  suffer  from 
intense  hallucinations.  Detailed 
chemical  analysis  by  DEA  and  other 
investigators  have  found  these  synthetic 
cannabinoids  spiked  on  plant  material 
in  products  marketed  to  the  general 
public.  The  risk  of  adverse  health  effects 
is  further  increased*by  the  fact  that 
similar  products  vary  in  the 
composition  and  concentration  of 
synthetic  cannabinoids(s)  spiked  on  the 
plant  material. 

Self-reported  abuse  of  these  THC-like 
synthetic  cannabinoids  alone  and 
spiked  on  plant  material  appear  on 
Internet  discussion  boards.  According  to 
self-reports,  these  substances  are 
cannahis-like  (or  THC-like)  in  their 
psychoactive  effects  and  are  more 
potent  than  THC  in  this  regard.  The 
most  common  route  of  administration  of 
these  synthetic  cannabinoids  is  by 
smoking,  using  a  pipe,  water  pipe,  or 
rolling  the  drug-spiked  plant  material  in 
cigarette  papers. 

The  marketing  of  products  that 
contain  one  or  more  of  these  synthetic 
cannabinoids  is  geared  towards  teens 
and  young  adults.  Despite  disclaimers 
that  the  products  are  not  intended  for 
human  consumption,  retailers  promote 
that  routine  urinalysis  tests  will  not 
typically  detect  the  presence  of  these 
synthetic  cannabinoids. 

Furthermore,  a  number  of  the 
products  and  synthetic  cannabinoids 
appear  to  originate  from  foreign  sources 
and  are  manufactured  in  the  absence  of 
quality  controls  and  devoid  of 
regulatory  oversight.  These  products 


and  associated  synthetic  cannabinoids 
are  readily  accessible  via  the  Internet. 

DEA  has  considered  the  three  criteria 
for  placing  a  substance  into  Schedule  I 
of  the  CSA  (21  U.S.C.  812).  The  data 
available  and  reviewed  for  JWH-073, 
JWH-018,  JWH-200,  CP-47,497,  and 
cannabicyclohexanol  indicate  that  these 
synthetic  cannabinoids  each  have  a  high 
potential  for  abuse,  no  currently 
accepted  medical  use  in  treatment  in  the 
United  States  and  are  not  safe  for  use 
under  medical  supervision. 

Based  on  the  above  data,  the 
continued  uncontrolled  manufacture, 
distribution,  importation,  exportation, 
and  abuse  of  JWH-018,  JWH-073,  JWH- 
200,  CP-47,497,  and 
cannabicyclohexanol  pose  an  imminent 
hazard  to  the  public  safety.  DEA  is  not 
aware  of  any  recognized  therapeutic 
uses  of  these  synthetic  cannabinoids  in 
the  United  States.  As  required  by 
section  201(h)(4)  of  the  CSA  (21  U.S.C. 
811(h)),  the  Deputy  Administrator  in  a 
letter  dated  October  6,  2010,  notified  the 
Assistant  Secretary  of  Health  of  the 
intention  to  temporarily  place  five 
synthetic  cannabinoids  in  Schedule  I. 

In  accordance  with  the  provisions  of 
section  201(h)  of  the  CSA  (21  U.S.C. 
811(h))  and  28  CFR  0.100,  the  Deputy 
Administrator  has  considered  the 
available  data  and  the  three  factors 
required  to  support  a  determination  to 
temporarily  schedule  five  synthetic 
cannabinoids:  l-butyl-3-(l- 
haphthoyl)indole,  l-pentyl-3-(l- 
naphthoyl)indole,  l-[2-(4- 
morpholinyl)ethyl]-3-(l- 
naphthoyl)indole,  5-(l,l- 
dimethylheptyl)-2-[(lfl,3S)-3- 
hydroxycyclohexylj-phenol,  and  5-(l,l- 
dimethyloctyl)-2-[(lfi,3S)-3- 
hydroxycyclohexylj-phenol  in  Schedule 
I  of  the  CSA  and  finds  that  placement 
of  these  synthetic  cannabinoids  into 
Schedule  I  of  the  CSA  is  necessary  to 
avoid  an  imminent  hazard  to  the  public 
safety. 

Because  the  Deputy  Administrator 
finds  that  it  is  necessary  to  temporarily 
place  these  synthetic  cannabinoids  into 
Schedule  I  to  avoid  an  imminent  hazard 
to  the  public  safety,  the  final  order,  if 
issued,  will  be  effective  on  the  date  of 
publication  of  the' order  in  the  Federal 
Register.  JWH-018,  JWH-073,  JWH- 
200,  CP-47,497,  and 
cannabicyclohexanol  will  be  subject  to 
the  regulatory  controls  and 
administrative,  civil  and  criminal 
sanctions  applicable  to  the  manufacture, 
distribution,  possession,  importing  and 
exporting  of  a  Schedule  I  controlled 
substance  under  the  CSA.  Further,  it  is 
the  intention  of  the  Deputy 
Administrator  to  issue  such  a  final  order 
as  soon  as  possible  after  the  expiration 


of  thirty  days  from  the  date  of 
publication  of  this  notice  and  the  date 
that  notification  was  transmitted  to  the 
Assistant  Secretary  for  Health. 

Regulatory  Certihcations 

Regulatory  Flexibility  Act 

The  Deputy  Administrator  hereby 
certifies  that  this  rulemaking  has  been 
drafted  in  accordance  with  the 
Regulatory  Flexibility  Act  (5  U.S.C. 
601-612),  has  reviewed  this  regulation, 
and  by  approving  it  certifies  that  this 
regulation  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  This  action 
provides  a  notice  of  intent  to 
temporarily  place  l-butyl-3-(l- 
naphthoyl)indole,  l-pentyl-3-(l- 
naphthoyl)indole,  l-[2-(4- 
morpholinyl)ethyl]-3-(l- 
naphthoyl)indole,  5-(l,l- 
dimethylheptyl)-2-[(lfl,3S)-3- 
hydroxycyclohexylj-phenol,  ajid  5-(l,l- 
dimethyloctyl)-2-[(lfl,3S)-3- 
hydroxycyclohexylj-phenol  into 
Schedule  I  of  the  CSA.  DEA  is  not  aware 
of  any  legitimate  non-research  uses  for 
these  synthetic  cannabinoids  in  the 
United  States. 

Executive  Order  12988 

This  regulation  meets  the  applicable 
standards  set  forth  in  Sections  3(a)  and 
3(b)(2)  of  Executive  Order  12988  Civil 
Justice  Reform. 

Executive  Order  13132 

This  rulemaking  does  not  preenjpt  or 
modify  any  provision  of  State  law;  nor 
does  it  impose  enforcement 
responsibilities  on  any  State;  nor  does  it 
diminish  the  power  of  any  State  to 
enforce  its  own  laws.  Accordingly,  this 
rulemaking  does  not  have  federalism 
implications  warranting  the  application 
of  Executive  Order  13132. 

Unfunded  Mandates  Reform  Act  of  1995 

This  rule  will  not  result  in  the 
expenditure  by  State,  local  and  tribal 
governments,  in  the  aggregate,  or  by  the 
private  sector,  of  $126,400,000  or  more 
(adjusting  for  inflation)  in  any  one  year, 
and  it  will  not  significantly  or  uniquely 
affect  small  governments.  Therefore,  no 
actions  were  deemed  necessary  under 
the  provisions  of  the  Unfunded 
Mandates  Reform  Act  of  1995. 

Congressional  Review  Act 

This  rule  is  not  a  major  rule  as 
defined  by  804  of  the  Small  Business 
Regulatory  Enforcement  Fairness  Act  of 
1996  (Congressional  Review  Act).  This 
rule  will  not  result  in  an  annual  effect 
on  the  economy  of  $100,000,000  or 
more;  a  major  increase  in  costs  or  prices; 
or  significant  adverse  effects  on 
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competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
ability  of  United  States-based 
companies  to  compete  with  foreign- 
based  companies  in  domestic  and 
export  markets. 

List  of  Subjects  in  21  CFR  Part  1308 

Administrative  practice  and 
procedure.  Drug  traffic  control. 
Reporting  and  recordkeeping 
requirements. 

Under  the  authority  vested  in  the 
Attorney  General  by  section  201(h)  of 
the  CSA  (21  U.S.C.  811(h)),  and 
delegated  to  the  Deputy  Administrator 
of  the  DBA  by  Department  of  Justice 
regulations  (28  CFR  0.100,  and  section 
12  of  the.  Appendix  to  Subpart  R),  the 
Deputy  Administrator  hereby  intends  to 
order  that  21  CFR  part  1308  be  amended 
as  follows: 

PART  1308— SCHEDULES  OF 
CONTROLLED  SUBSTANCES 

1'.  The  authority  citation  for  part  1308 
continues  to  read  as  follows: 

Authority:  21  U.S.C.  811,  812,  871(b), 
unless  otherwise  noted. 

2.  Section  1308.11  is  amended  by 
adding  new  paragraphs  (g)(1),  (2),  (3), 
(4),  and  (5)  to  read  as  follows: 

§1308.11  Schedule  I. 
***** 

(g)  *  *  * 

(1)  5-(l,l-Dimethylheptyl)-2-[(lfl,3S)- 
3-hydroxycyclohexyll-phenol-7297 

(Other  names:  CP-47,497) 

(2)  5-(l,l-Dimethyloctyl)-2-[(lfl,3S)-3- 
hydroxycyclohexyll-phenol-7298 

(Other  names:  cannabicyclohexanol 
and  CP-47,497  C8  homologue) 

(3)  l-Butyl-3-(l-naphthoyl)indole- 
7173 

(Other  names:  JWH-073) 

(4)  l-[2-(4-Morpholinyl)ethyl]-3-(l- 
naphthoyl)indole-7200 

(Other  names:  JWH-200) 

(5) 1  -Pentyl-3-(  1  -naphthoyl)indole- 
7118 

(Other  names:  JWH-018  and  AM678) 

Dated:  November  15,  2010. 

Michele  M.  Leonhart, 

Deputy  Administrator. 

(FR  Doc.  2010-29600  Filed  11-23-10;  8:45  am] 
BIUJNG  CODE  4410-09-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

33  CFR  Part  165 

[Docket  No.  USCG-201 0-0062] 

RIN  1625-AAOO 

Safety  Zone;  Fleet  Week  Maritime 
Festivai,  Pier  66,  Eiliot  Bay,  Seattle, 

WA 

AGENCY:  Coast  Guard,  DHS. 

ACTION:  Supplemental  notice  of 
proposed  rulemaking. 

SUMMARY:  The  Coast  Guard  proposes  to 
amend  its  regulation  establishing  a 
permanent  safety  zone  extending  100 
yards  from  Pier  66,  Elliot  Bay,  WA  to 
ensure  adequate  safety  during  the 
parade  of  ships  and  aerial 
demonstration  for  Fleet  Week.  This 
supplemental  notice  of  proposed 
rulemaking  introduces  revisions  to 
enforcement  dates,  times  and  location  of 
this  safety  zone.  This  safety  zone  is 
necessary  in  order  to  restrict  vessel 
movement  for  participant  and  spectator 
safety  in  the  proximity  of  Pier  66,  Elliot 
Bay,  WA  to  provide  unencumbered 
access  for  response  craft  in  the  event  of 
an  emergency  during  the  annual  parade 
of  ships  and  aerial  demonstration. 

DATES:  Comments  and  related  material 
must  be  received  by  the  Coast  Guard  on 
or  before  December  27,  2010. 

ADDRESSES:  You  may  submit  comments 
identified  by  docket  number  USCG- 
201 0-0062  using  any  one  of  the 
following  methods: 

(1)  Federal  eRulemaking  Portal: 
http :// WWW. regulations. gov. 

(2)  Fax:  202^93-2251. 

(3)  Mail:  Docket  Management  Facility 
(M-30),  U.S.  Department  of 
Transportation,  West  Building  Ground 
Floor,  Room  Wl 2-140, 1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590- 
0001. 

(4)  Hand  Delivery:  Same  as  mail 
address  above,  between  9  a.m.  and 

5  p.m.,  Monday  through  Friday,  except 
Federal  holidays.  The  telephone  number 
is  202-366-9329. 

To  avoid  duplication,  please  use  only 
one  of  these  four  methods.  See  the 
“Public  Participation  and  Request  for 
Comments”  portion  of  the 
SUPPLEMENTARY  INFORMATION  section 
below  for  instructions  on  submitting 
comments. 

FOR  FURTHER  INFORMATION  CONTACT:  If 

you  have  questions  on  this  proposed 
rule,  call  or  e-mail  LTJG  Ashley  M. 
Wanzer,  Sector  Puget  Sound  Waterways 


Management  Division,  Coast  Guard; 
telephone  206-217-6175,  e-mail 
SectorSeattleWWM@uscg.mil.  If  you 
have  questions  on  viewing  or  submitting 
material  to  the  docket,  call  Renee  V. 
Wright,  Program  Manager,  Docket 
Operations,  telephone  202-366-9826. 
SUPPLEMENTARY  INFORMATION: 

Public  Participation  and  Request  for 
Comments 

We  encourage  you  to  participate  in 
this  rulemaking  by  submitting 
comments  and  related  materials.  All 
comments  received  will  be  posted 
without  change  to  http:// 
n'ww.regulations.gov  and  will  include 
any  personal  information  you  have 
provided. 

Submitting  Comments 

If  you  submit  a  comment,  please 
include  the  docket  number  for  this 
rulemaking  (USCG— 2010-0062), 
indicate  the  specific  section  of  this 
document  to  which  each  comment 
applies,  and  provide  a  reason  for  each 
suggestion  or  recommendation.  You 
may  submit  your  comments  and 
material  online  (via  http:// 
www.regulations.gov)  or  by  fax,  mail,  or 
hand  delivery,  but  please  use  only  one 
of  these  means.  If  you  submit  a 
comment  online  via  http:// 

WWW. regulations. gov ^  it  will  be 
considered  received  by  the  Coast  Guard 
when  you  successfully  transmit  the 
comment.  If  you  fax,  hand  deliver,  or 
mail  your  comment,  it  will  be 
considered  as  having  been  received  by 
the  Coast  Guard  when  it  is  received  at 
the  Docket  Management  Facility.  We 
recommend  that  you  include  your  name 
and  a  mailing  address,  ai>  e-mail 
address,  or  a  telephone  number  in  the 
body  of  your  document  so  that  we  can 
contact  you  if  we  have  questions 
regarding  your  submission. 

To  submit  your  comment  online,  go  to 
http://www.regulations.gov,  click  on  the 
“submit  a  comment”  box,  which  will 
then  become  highlighted  in  blue.  In  the 
“Document  Type”  drop  down  menu 
select  “Proposed  Rule”  and  insert 
“USCG-2010-0062”  in  the  “Keyword” 
box.  Click  “Search”  then  click  on  the 
balloon  shape  in  the  “Actions”  column. 
If  you  submit  your  comments  by  mail  or 
hand  delivery,  submit  them  in  an 
unbound  format,  no  larger  than  8V2;  by 
11  inches,  suitable  for  copying  and 
electronic  filing.  If  you  submit 
comments  by  mail  and  would  like  to 
know  that  they  reached  the  Facility, 
please  enclose  a  stamped,  self-addressed 
postcard  or  envelope.  We  will  consider 
all  comments  and  material  received 
during  the  comment  period  and  may 
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change  the  rule  based  on  your 
comments. 

Viewing  Comments  and  Documents 

To  view  comments,  as  well  as 
documents  mentioned  in  this  preamble 
as  being  available  in  the  docket,  go  to 
http://www.reguIations.gov,  click  on  the 
“read  comments”  box,  which  will  then 
become  highlighted  in  blue.  In  the 
“Keyword”  box  insert  “USCG^2010- 
0062”  and  click  “Search.”  Click  the 
“Open  Docket  Folder”  in  the  “Actions” 
column.  You  may  also  visit  the  Docket 
Management  Facility  in  Room  W12-140 
on  the  ground  floor  of  the  Department 
of  Transportation  West  Building,  1200. 
New  Jersey  Avenue,  SE.,  Washington, 

DC  20590,  between  9  a.Tn.  and  5  p.m., 
Monday  through  Friday,  except  Federal 
holidays.  We  have  an  agreement  with 
the  Department  of  Transportation  to  use 
the  Docket  Management  Facility. 

Privacy  Act 

Anyone  can  search  the  electronic 
form  of  comments  received  into  any  of 
our  dockets  by  the  name  of  the 
individual  submitting  the  comment  (or 
signing  the  comment,  if  submitted  on 
behalf  of  an  association,  business,  labor 
union,  etc.).  You  may  review  a  Privacy 
Act  notice  regarding  our  public  dockets 
in  the  January  17,  2008,  issue  of  the 
Federal  Register  (73  FR  3316). 

Public  Meeting 

We  do  not  now  plan  to  hold  a  public 
meeting.  But  you  may  submit  a  request 
for  one  using  one  of  the  four  methods 
specified  under  ADDRESSES.  Please 
explain  why  you  believe  a  public 
meeting  would  be  beneficial.  If  we 
determine  that  one  would  aid  this 
nilemaking,  we  will  hold  one  at  a  time 
and  place  announced  by  a  later  notice 
in  the  Federal  Register. 

Background  and  Purpose' 

On  February  25,  2010  we  published  a 
notice  of  proposed  rulemaking  (NPRM) 
entitled  “Safety  Zone;  Fleet  Week 
Maritime  Festival,  Pier  66,  Elliot  Bay, 
Seattle,  WA”  (Docket  number  USCG-. 
2010-00  62)  in  the  Federal  Register  (75 
FR  037).  This  supplemental  notice  of 
proposed  rulemaking  provides 
simplification  of  the  enforcement  dates, 

I  times  and  location  for  this  safety  zone. 
Through  this  regulation,  the  U.S.  Coast 
Guard  is  proposing  to  establish  a 
permanent  safety  zone  extending  100 
yards  from  Pier  66,  Elliot  Bay,  WA  to 
restrict  the  movement  of  vessels  for 
participant  and  spectator  safety  prior  to. 
during,  and  immediately  after  the 
annual  parade  of  ships  and  aerial 
demonstration  thereby  providing 
unencumbered  access  for  response  craft 


in  the  event  of  an  emergency  during  this 
event. 

The  Fleet  Week  Parade  of  Ships  has 
historically  resulted  in  vessel 
congestion  near  Pier  66,  Elliot  Bay,  WA 
which  adversely  compromises 
participant  and  spectator  safety.  This 
safety  zone  is  necessary  to  direct  the 
movement  of  vessels  in  the  vicinity  of 
Pier  66  establishing  unobstructed  traffic 
lanes  for  response  craft  and  ensuring 
participant,  spectator  and  maritime- 
safety.  The  Captain  of  the  Port,  Puget 
Sound  may  be  assisted  by  other  federal 
and  local  agencies  in  the  enforcement  of 
this  safety  zone. 

Discussion  of  Comments  and  Changes 

Seventeen  comments  stated  that  this 
regulation  hinders  free  speech.  This 
regulation  establishes  a  safety  zone  to 
ensure  safety  of  the  boating  public 
during  Naval  and  aerial  spectator  events 
associated  with  the  annual  Fleet  Week  * 
parade  of  ships.  The  Coast  Guard  has 
narrowed  the  timeframe  that  the  zone  is 
enforced  to  include  thirty  minutes  prior 
to  and  thirty  minutes  following  the 
parade  of  ships  and  aerial 
demonstration.  The  minimal  size  of  this 
safety  zone  will  enable  displays  of  free 
speech  in  visibly  accessible  areas  to  take 
place  on  adjacent  waters  and  along  the 
pier. 

Three  comments  stated  that  this 
regulation  does  not  allow  for  public 
comment  and  one  comment  requested 
the  public  comment  be  made  available 
and  posted.  The  Coast  Guard  has  taken 
appropriate  action  in  accordance  with 
the  Administrative  Procedure  Act  (APA) 
to  request  public  comment  and 
publicize  this  regulation  through  all 
required  avenues  including  the  Federal 
Register  and  http:// 
w'ww.regulations.gov.  Additionally, 
public  comment  is  provided  for  in  four 
methods:  The  Federal  eRulemaking 
Portal,  fa?^,  mail  and  hand  delivery  as 
described  in  the  Notice  of  Proposed 
Rulemaking  (75  FR  037).  These  methods 
of  comment  have  properly  provided 
ample  opportunity  to  comment  on  this 
regulation  and  the  Coast  Guard  has 
received  72  comments  on  this 
rulemaking  via  these  means. 

Ten  requests  for  a  public  meeting 
were  received.  The  Coast  Guard  does 
not  plan  to  hold  a  public  meeting  at  this 
time.  The  Coast  Guard  has  determined 
the  extended  comment  period  for  the 
notice  of  proposed  rulemaking 
combined  with  numerous  means 
available  for  public  comment  provide 
adequate'and  sufficient  time  for  the 
public  to  express  their  concerns. 
Additional  opportunity  for  public 
comment  is  made  available  on  this 


supplemental  notice  of  proposed 
rulemaking. 

The  Coast  Guard  received  one 
comment  stating  that,expansion  of  the 
safety  zone  is  not  warranted.  This  safety 
zone  is  not  being  expanded  based  on 
previous  versions,  but  will  merely  be 
permanently  established  under  33  CFR 
part  165. 

Three  comments  stated  the 
rulemaking  process  violates  numerous 
regulations.  The  Coast  Guard  has 
complied  with  the  Administrative 
Procedure  Act  in  drafting  and  informing 
the  public  of  this  regulation. 

,  Five  comments  were  received  stating 
that  this  zone  is  unnecessary  because 
there  is  a  minimal  risk  of  congestion  at 
Pier  66.  This  event  has  historically  ' 
resulted  in  vessel  congestion  near  Pier 
66  before  and  after  the  fleet  arrival 
which  compromises  participant  and 
spectator  safety.  This  regulation  is 
necessary  to  ensure  the  safety  of 
participating  vessels  by  providing 
unobstructed  lanes  for  the  passing  of 
large  ships  during  the  fleet  arrival  and 
unobstructed  access  for  response  craft  in 
the  event  of  an  emergencv. 

Three  comments  stated  that  this  event 
takes  place  without  a  marine  event 
permit  as  required  by  33  CFR  part  100. 
The  purpose  and  intent  of  33  CFR  part 
100  is  to  provide  effective  control  over 
marine  events  to  insure  safety  of  life 
during  the  marine  event.  The  Coast 
Guard  is  involved  in  the  planning  and 
participation  of  this  event  thereby 
upholding  the  intent  of  33  CFR  part  100. 

One  comment  stated  this  regulation 
was  in  violation  of  Executive  Order 
12866,  Regulatory  Planning  and  Review, 
section  l(b)(10),  which  states,  “Each 
agency  shall  avoid  regulations  and 
guidance  documents  that  are 
inconsistent,  incompatible,  or 
duplicative  with  its  other  regulations 
and  guidance  documents  or  those  of 
other  Federal  agencies.”  The  Coast 
Guard  is  not  violating  this  Executive 
order  by  not  requiring  a  marine  event 
permit  because  the  purpose  and  intent 
of  33  CFR  part  100  “is  to  provide 
effective  control,  over  regattas  and 
marine  parades  *  *  *  to  ensure  safety 
of  life  in  the  regatta  or  marine  parade 
area”,  which  we  are  accomplishing 
through  active  participation  in  planning 
of  the  event  and  this  rulemaking. 

Two  comments  stated  concern 
regarding  the  Coast  Guard  enforcing  its 
own  rules.  In  accordance  with  33  CFR 
part  165,  the  Coast  Guard  is  the  agency 
through  which  limited  access  areas, 
including  safety  and  security  zones,  are 
established.  The  establishment  of  such 
areas  is  considered  rulemaking,  which 
means  that  each  regulation  that 
establishes  a  limited  access  area  must 
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first  go  through  the  rulemaking  process 
and  a  multi-level  review.  In  this  case, 
the  rulemaking  process  has  provided  for 
public  participation  during  two  separate 
public  comment  periods.  Additionally, 
this  regulation  must  be  reviewed  by 
Congress  under  the  Congressional 
Reyiew  Act.  Though  the  Coast  Guard  is 
an  enforcer  of  the  rule,  it  does  not  act 
alone  in  the  rulemaking  process. 

Two  comments  stated  the  helicopter 
demonstration  should  be  included  in 
this  regulation.  The  regulation  has  been 
amended  to  include  the  helicopter 
display  in  the  definition  of  “parade  of 
ships.”  One  of  these  comments  further 
stated  that  the  2009  helicopter 
demonstration  does  not  comply  with 
Coast  Guard  policy  outlined  in 
COMDINST  M5728.2D.  COMDINST 
M5728.2D  is  the  Coast  Guard  Public 
Affairs  Manual  intended  to  provide  non¬ 
specific  guidelines  for  public  request  of 
Coast  Guard  assets  during  events. 
COMDINST  M5728.2D  addresses  aerial 
displays  stating  that  (a)  Coast  Guard 
aircraft  may  participate  in  appropriate 
public  events;  (d)  Aerial  demonstrations 
must  be  over  open  water  or  suitable 
open  areas  of  land,  where  spectators 
will  be  safe.  The  functional  capabilities 
of  the  Coast  Guard  helicopter  fleet  does 
not  preclude  involvement  in  this  marine 
event  based  on  the  proximity  to  Pier  66 
as  presented  by  this  comment.  This 
safety  zone  provides  a  necessary 
measure  of  safety  by  preventing 
spectator  watercraft  from  interfering  or 
compromising  the  safety  of  the  rescue 
swimmer  entering  the  water  during  the 
aerial  demonstration. 

The  Coast  Guard  received  three 
comments  stating  that  the  zone  is  not 
adequately  described.  The  Coast  Guard 
has  amended  this  proposed  regulation 
in  this  supplemental  notice  of  proposed 
rulemaking  by  modifying  the  effective 
period  for  the  zone  to  30  minutes  prior 
to  and  30  after  the  conclusion  of  the 
parade  of  ships.  In  addition,  we  have 
specified  the  effective  day  by  stating 
that  it  typically  occurs  on  either  the  last 
Wednesday  in  July  or  the  first 
Wednesday  in  August.  Lastly,  we  have 
provided  greater  granularity  for  the 
geographic  coordinates  of  the  safety 
zone  itself. 

Four  comments  stated  that  this  safety 
zone  is  unnecessary  due  to.  the  Naval 
Vessel  Protection  Zone  (NVPZ).  The 
NVPZ  regulation  only  applies  to  U.S. 
naval  vessels  greater  than  100  feet  in 
length  overall.  The  annual  Fleet  Week 
parade  of  ships  involves  visiting  foreign 
naval  vessels  and/or  Coast  Guard 
vessels  which  are  not  protected  by  the 
NVPZ.  Lastly,  the  NVPZ  does  not  apply 
to  the  aerial  demonstration  during  the 
parade  of  ships. 


One  comment  stated  that  this  safety 
zone  is  unnecessary  for  emergency 
response.  This  safety  zone  is  necessary 
to  provide  an  unobstructed  traffic  lane 
for  response  craft  during  the  event. 
Without  this  safety  zone,  response  craft 
would  need  to  maneuver  around 
spectator  vessels  and  in  the  event  of  an 
emergency,  these  vessels  would  become 
hazardous  to  the  response  effort. 

One  comment  stated  concern  for  the 
overall  safety  of  Fleet  Week  activities 
based  on  participation  of  a  U.S.  Navy 
Trident  nuclear-powered  submarine  in 
1997  and  2000.  This  regulation  will 
restrict  vessel  movement  100  yards  from 
Pier  66,  prior  to,  during  and 
immediately  following  the  parade  of 
ships  and  aerial  demonstration  to 
provide  navigational  safety  for  this 
marine  event.  This  regulation  will 
extend  100  yards  from  Pier  66  annually 
regardless  of  the  type  of  participating 
vessels  in  the  parade  of  ships. 

One  comment  stated  that  the  Goast 
Guard  “opts  for  secrec)^  and  mentions 
that  the  opportunity  to  comment  was 
not  posted  in  the  Local"  Notice  to 
Mariners  or  on  the  District  Thirteen 
Webpage.  This  regulation  was  published 
in  accordance  with  the  Administrative 
Procedure  Act  (APA)  in  the  Federal 
Register  with  a  comment  period  of  90 
days  in  order  to  allow  ample 
opportunity  for  public  participation  in 
this  rulemaking.  An  opportunity  to 
provide  public  comments  provided  in 
the  notice  of  proposed  rulemaking  (75 
FR  037)  was  made  available  via  four 
methods  as  stated  above.  Posting 
regulations  in  the  Local  Notice  to 
Mariners  or  on  the  District  thirteen  Web 
page  is  not  required  per  the  APA. 

One  comment  stated  the  violation 
penalty  should  be  mentioned  in  this 
regulation.  This  proposed  regulation 
would  be  a  component  of  33  CFR  part 
165  which  provides  general  and  specific 
information  for  Regulated  Navigation 
Areas  and  Limited  Access  Areas.  Under 
33  CFR  part  165,  Subpart  A — General, 
165.9(b)  states,  “These  zones  and  areas 
are  created  under  the  Ports  and 
Waterways  Safety  Act,  33  U.S.C.  1221- 
1232.”  33  U.S.C.  1232  provides 
enforcement  provisions  for  civil  and 
criminal  penalties  for  violation  of  the 
Ports  and  Waterways  Safety  Act. 

One  comment  supported  the  adoption 
of  less  restrictive  regulations  concerning 
water-borne  peaceful  protests 
referencing  Bay  Area  Peace  Navy  v. 
United  States.  This  safety  zone  is 
minimal  in  size  and-  short  in  duration, 
thus  accommodating  all  waterway  users. 

One  comment  stated  this  regulation 
amounts  to  institutionalized 
harassment.  33  CFR  part  165  authorizes 
the  establishment  of  safety  zones  by  the 


Captain  of  the  Port  for  safety  and 
environmental  purposes. 

One  comment  stated  the  Coast  Guard 
never  explained  how  vessels  in  Elliot 
Bay  could  endanger  Navy  Officers  when 
the  Coast  Guard  invites  the  public  to 
both  locations.  This  regulation  does  not 
establish  security  measures,  but 
establishes  a  safety  zone  to  provide 
increased  safety  for  the  maritime  public 
during  this  annual  event. 

One  comment  stated  this  regulation 
does  not  provide  alternative  channels 
for  water-borne  protestors  to  convey 
their  message.  Due  to  the  small  size  of 
the  proposed  safety  zone  and  short 
enforcement  period,  the  Coast  Guard 
believes  that  there  is  minimal  impact  on 
water-borne  protestors  and  other  marine 
activities  that  can  take  place  outside  the 
safety  zone. 

Two  comments  stated  that  the  “12- 
hour  effective  period”  would  prohibit 
protestors  from  exercising  their  right  to 
protest  the  parade  to  spectators 
assembled  on  the  pier.  The  “effective 
time”  of  a  regulation  includes  times  of 
enforcement  and  non-enforcement. 
“Enforcement  times”  of  a  regulation  are 
the  times  in  which  the  regulatory  action 
will  be  enforced,  when  violators  will  be 
subject  to  corrective  direction  and/or 
fines. 

One  comment  stated  this  proposed 
rule  would  burden  substantially  more 
speech  than  is  necessary  to  further  the 
government’s  legitimate  interests.  The 
Coast  Guard  believes  that  this  proposed 
safety  zone  is  small  enough  in  size  and 
short  enough  in  duration  that  it  will  not 
substantially  hinder  protest  activities  for 
water-borne  protest  boats  and  others 
may  congregate  in  the  vicinity  of  Pier  66 
while  spectators  are  assembling  and 
dispersing  from  this  marine  event  when 
this  safety  zone  is  not  enforced. 

One  comment  stated  this  regulation 
fails  to  provide  alternative  means  for  the 
protest  boats  to  communicate  their 
message.  Revisions  to  this  regulation 
provide  additional  access  to  water-borne 
protest  activities  by  only  restricting 
vessel  movement  100  yards  from  Pier  66 
immediately  prior  to,  during  and 
immediately  following  the  parade  of 
ships  and  aerial  display.  Also,  during 
times  of  enforcement,  water-borne 
protestors  may  congregate  on  the  waters 
immediately  adjacent  to  this  zone. 

The  Coast  Guard  received  five 
comments  related  to  the  need  for 
protestors  to  have  access  to 
communicate  their  message  to 
spectators  on  the  pier.  Revisions  to  this 
regulation  provide  access  for  water¬ 
borne  protest  activities,  enabling 
protestors  to  communicate  their 
message  utilizing  a  water-borne  display. 


Federal  Register/ Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Proposed  Rules 


71641 


Discussion  of  Proposed  Rule 

This  proposed  regulation  establishes 
vessel  restrictions  necessary  to  provide 
safety  for  the  maritime  public  during  the 
parade  of  ships  and  aerial  display.  This 
proposed  rule  will  control  the 
movement  of  all  vessels  and  persons 
within  the  indicated  regulated  area 
surrounding  Pier  66,  Elliot  Bay,  WA 
prior  to,  during  and  immediately  after 
this  marine  event.  This  zone  would  he 
delineated  by  the  presence  of  on-scene 
patrol  craft  and  enforced  immediately 
prior  to,  during  and  immediately  after 
the  scheduled  annual  parade  of  ships 
and  aerial  demonstration  for  Fleet  Week 
events.  This  proposed  safety  zone  will 
also  provide  unencumbered  access  for 
rescue  craft  in  the  event  of  an 
emergency. 

This  regulation  has  been  revised  as 
follows:  The  Coast  Guard  has  narrowed 
the  timeframe  that  the  zone  is  enforced 
to  include  “thirty  minutes  prior  to  the 
beginning  and  thirty  minutes  following 
the  conclusion  of  the  parade  of  ships 
and  aerial  demonstration.”  The  effective 
time  for  this  regulation  has  been 
changed  to:  “This  rule  is  effective 
annually  during  the  parade  of  ships 
which  typically  occurs  on  a  Wednesday 
during  the  last  week  of  July  or  the  first 
week  in  August  from  8  a.m.  until  8 
p.m.”  The  location  of  this  safety  zone 
has  been  changed  to  “All  waters 
extending  100  yards  from  Pier  66,  Elliot 
Bay,  WA  within  a  box  encompassed  by 
the  points,  47°  36.719'  N  &  122°  21.099' 
W,  47°  36.682' N  &  122°  21.149' W,  47° 
36.514'  N  &  122°  20.865'  W,  and  47° 
36.552'  N  &  122°  20.814'  W.” 

The  Coast  Guard  will  provide  notice 
to  the  public  for  enforcement  of  this 
zone  through  the  Local  Notice  to 
Mariners  and  marine  information 
broadcast  on  VHF-FM-Ch.  16  on  the  day 
of  the  event. 

Regulatory  Analyses 

We  developed  this  proposed  rule  after 
considering  numerous  statutes  and 
executive  orders  related  to  rulemaking. 
Below  we  summarize  our  analyses 
based  on  13  of  these  statutes  or 
executive  orders. 


Small  Entities 

Under  the  Regulatory  Flexibility  Act 
(5  U.S.C.  601-612),  we  have  considered 
whether  this  proposed  rule  would  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 

The  term  “small  entities”  comprises 
small  businesses,  not-for-profit 
organizations  that  are  independently 
owned  and  operated  and  are  not 
dominant  in  their  fields,  and 
governmental  jurisdictions  with 
populations  of  less  than  50,000. 

The  Coast  Guard  certifies  under  5 
U.S.C.  605(b)  that  this  proposed  rule 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  This  proposed  rule  would  affect 
the  following  entities,  some  of  which 
might  be  small  entities:  The  owners  or 
operators  of  vessels  intending  to  transit 
the  safety  zone  during  times  of  annual 
enforcement.  This  safety  zone  will  not 
have  a  significant  impact  on  a 
substantial  number  of  small  entities  for 
the  following  reasons.  This  safety  zone 
would  be  activated  and  thus  subject  to 
enforcement  for  a  short  duration  and  is 
minimal  in  size. 

If  you  think  that  your  business, 
organization,  or  governmental 
jurisdiction  qualifies  as  a  small  entity 
and  that  this  rule  would  have  a 
significant  economic  impact  on  it, 
please  submit  a  comment  (see 
ADDRESSES)  explaining  why  you  think  it 
qualifies  and  how  and  to  what  degree 
this  rule  would  economically  affect  it. 

Assistance  for  Smali  Entities 

Under  section  213(a)  of  the  Small 
Business  Regulatory  Enforcement 
Fairness  Act  of  1996  (Pub.  L.  104-121), 
we  want  to  assist  small  entities  in 
understanding  this  proposed  rule  so  that 
they  can  better  evaluate  its  effects  on 
them  and  participate  in  the  rulemaking. 
If  the  rule  would  affect  your  small 
business,  organization,  or  governmental 
jurisdiction  and  you  have  questions 
concerning  its  provisions  or  options  for 
compliance,  please  contact  LTJG  Ashley 
M.  Wanzer.  The  Coast  Guard  will  not 
retaliate  against  small  entities  that 
question  or  complain  about  this 
proposed  rule  or  any  policy  or  action  of 
the  Coast  Guard; 

Collection  of  Information 

This  proposed  rule  would  call  for  no 
new  collection  of  information  under  the 
Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  3501-3520). 

Federalism 

A  rule  has  implications  for  federalism 
under  Executive  Order  13132, 
Federalism,  if  it  has  a  substantial  direct 
effect  on  State  or  local  governments  and 


would  either  preempt  State  law  or 
impose  a  substantial  direct  cost  of 
compliance  on  them.  We  have  analyzed 
this  proposed  rule  under  that  Order  and 
have  determined  that  it  does  not  have 
implications  for  federalism. 

Unfunded  Mandates  Reform  Act 

The  Unfunded  Mandates  Reform  Act 
of  1995  (2  U.S.C.  1531-1538)  requires 
Federal  agencies  to  assess  the  effects  of 
their  discretionary  regulatory  actions.  In 
particular,  the  Act  addresses  actions  . 
that  may  result  in  the  expenditure  by  a 
State,  local,  or  tribal  government,  in  the 
aggregate,  or  by  the  private  sector  of 
$190,000,000  (adjusted  for  inflation)  or 
more  in  any  one  year.  Though  this 
proposed  rule  would  not  result  in  glich 
an  expenditure,  we  do  discuss  the 
effects  of  this  rule  elsewhere  in  this 
preamble. 

Taking  of  Private  Property 

This  proposed  rule  would  not  cause  a 
taking  of  private  property  or  otherwise 
have  taking  implications  under 
Executive  Order  12630,  Governmental 
Actions  and  Interference  with 
Constitutionally  Protected  Property 
Rights. 

Civil  Justice  Reform 

This  proposed  rule  meets  applicable 
standards  in  sections  3(a)  and  3(b)(2)  of 
Executive  Order  12988,  Civil  Justice 
Reform,  to  minimize  litigation, 
eliminate  ambiguity,  and  reduce 
burden. 

Protection  of  Children 

We  have  analyzed  this  proposed  rule 
under  Executive  Order  13045, 

Protection  of  Children  from 
Environmental  Health  Risks  and  Safety 
Risks.  This  rule  is  not  an  economically 
significant  rule  and  would  not  create  an 
environmental  risk  to  health  or  risk  to 
safety  that  might  disproportionately 
affect  children. 

Indian  Tribal  Governments 

This  proposed  rule  does  not  have 
tribal  implications  under  Executive 
Order  13175,  Consultation  and 
Coordination  with  Indian  Tribal 
Governments,  because  it  would  not  have 
a  substantial  direct  effect  on  one  or 
more  Indian  tribes,  on  the  relationship 
between  the  Federal  Government  and 
Indian  tribes,  or  on  the  distribution  of 
power  and  responsibilities  between  the 
Federal  Government  and  Indian  tribes. 

Energy  Effects 

We  have  analyzed  this  proposed  rule 
under  Executive  Order  13211,  Actions 
Concerning  Regulations  That 
Significantly  Affect  Energy  Supply, 


Regulatory  Planning  and  Review 
This  proposed  rule  is  not  a  significant 
regulatory  action  under  section  3(f)  of 
Executive  Order  12866,  Regulatory 
Planning  and  Review,  and  does  not 
require  an  assessment  of  potential  costs 
and  benefits  under  section  6(a)(3)  of  that 
Order.  The  Office  of  Management  and 
Budget  has  not  reviewed  it  under  that 
Order.  This  proposed  rule  is  not  a 
significant  regulatory  action  because  the 
period  of  enforcement  and  size  of  this 
safety  zone  is  minimal. 
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Distribution,  or  Use.  We  have 
determined  that  it  is  not  a  “significant 
energy  action”  under  that  order  because 
it  is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866  and  is  not . 
likely  to  have  a  significant  adverse  effect 
on  the  supply,  distribution,  or  use  of 
energy.  The  Administrator  of  the  Office 
of  Information  and  Regulatory  Affairs 
has  not  designated  it  as  a  significant 
energy  action.  Therefore,  it  does  not 
require  a  Statement  of  Energy  Effects 
under  Executive  Order  13211. 

Technical  Standards 

The  National  Technology  Transfer 
and  Advancement  Act  (NTTAA)  (15 
U.S.C.  272  note]  directs  agencies  to  use 
voluntary  consensus  standards  in  their 
regulatory  activities  unless  the  agency 
provides  Congress,  through  the  Office  of 
Management  and  Budget,  with  an 
explanation  of  why  using  these 
standards  would  be  inconsistent  with 
applicable  law  or  otherwise  impractical. 
Voluntary  consensus  standards  are 
technical  standards  (e.g.,  specifications 
of  materials,  performance,  design,  or 
operation:  test  methods;  sarnpling 
procedures:  and  related  management 
systems  practices)  that  are  developed  or 
adopted  by  voluntary  consensus 
standards  bodies. 

This  proposed  rule  does  not  use 
technical  standards.  Therefore,  we  did 
not  consider  the  use  of  voluntary 
consensus  standards. 

Environment 

We  have  analyzed  this  proposed  rule 
under  Department  of  Homeland 
Security  Management  Directive  023-01 
and  Commandant  Instruction 
M16475.1D,  which  guide  the  Coast 
Guard  in  complying  with  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  (42  U.S.C.  4321-4370f),  arid 
have  made  a  preliminary  determination 
that  this  action  is  one  of  a  category  of 
actions  that  do  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  human  environment.  This  proposed 
rule  involves  a  safety  zone  extending 
100  yards  fi’om  Pier  66,  Elliot  Bay, 
which  will  be  activated  and  thus  subject 
to  enforcement,  30  minutes  prior  to  and 
30  minutes  following  scheduled  annual 
parade  of  ships  events.  We  seek  any 
comments  or  information  that  may  lead 
to  the  discovery  of  a  significant 
environmental  impact  firom  this 
proposed  rule.  A  prelimineiry 
environmental  analysis  checklist 
supporting  this  determination  is 
available  in  the  docket  where  indicated 
under  ADDRESSES. 


List  of  Subjects  in  33  CFR  Part  165 

Harbors,  Marine  safety.  Navigation 
(water),  Reporting  and  record  keeping 
requirements,  Security  measures, 
Waterways. 

For  the  reasons  discussed  in  the 
preamble,  the  Coast  Guard  proposes  to 
amend  33  CFR  part  165,  as  follows; 

PART  165— REGULATED  NAVIGATION 
AREAS  AND  LIMITED  ACCESS  AREAS 

1.  The  authority  citation  for  part  165 
continues  to  read  as  follows: 

Authority:  33  U.S.C.  1231;  46  U.S.C. 
Chapters  701;  3306,  3703;  50  U.S.C.  191, 195; 
33  CFR  1.05-1,  6.04-1,  6.04-6,  160.5;  Pub.  L. 
107-295. 116  Stat.  2064;  Department  of 
Homeland  Security  Delegation  No.  0170.1. 

2.  Add  §  165.1330  to  read  as  follows: 

§  1 65.1 330  Safety  Zone;  Fleet  Week 
Maritime  Festival,  Pier  66,  Elliott  Bay, 
Seattle,  Washington. 

(a)  Location.  The  following  area  is  a 
safety  zone:  All  waters  extending  100 
yards  from  Pier  66,  Elliot  Bay,  WA 
within  a  box  encompassed  by  the 
points.  47°  36.719'  N  &  122°  21.099'  W, 
47°  36.682'  N  &  122°  21.149'  W,  47° 
36.514'  N  &  122°  20.865'  W,  and  47° 
36.552'  N  &  122°  20.814'  W. 

(b)  Regulations.  In  accordance  with 
the  general  regulations  in  33  CFR  part 
165,  subpart  C,  no  vessel  operator  may 
enter,  transit,  moor,  or  anchor  within 
this  safety  zone,  except  for  vessels 
authorized  by  the  Captain  of  the  Port  or 
Designated  Representative,  thirty 
minutes  prior  to  the  beginning,  during 
and  thirty  minutes  following  the 
conclusion  of  the  Parade  of  Ships.  For 
the  purpose  of  this  rule,  the  Parade  of 
Ships  includes  both  the  pass  and  review 
of  the  ships  near  Pier  66  and  the  aerial 
demonstrations  immediately  following 
the  pass  and  review.  The  Captain  pf  the 
Port  may  be  assisted  by  other  federal, 
state,  or  local  agencies  as  needed. 

(c)  Authorization.  In  order  to  transit 
through  this  safety  zone,  authorization 
must  be  granted  by  the  Captain  of  the 
Port  Puget  Sound  or  Designated 
Representative.  All  vessel  operators 
desiring  entry  into  this  safety  zone  shall 
gain  authorization  by  contacting  either 
the  on-scene  U.S.  Coast  Guard  patrol 
craft  on  VHF  Ch  13  or  Ch  16,  or  Coast 
Guard  Sector  Puget  Sound  Joint  Harbor 
Operations  Center  (JHOC)  via  telephone 
at  (206)  217-6452.  Requests  shall 
indicate  the  reason  why  movement 
within  the  safety  zone  is  necessary  and 
the  vessel’s  arrival  and/or  departure 
facility  name,  pier  and/or  berth.  Vessel 
operators  granted  permission  to  enter 
this  safety  zone  will  be  escorted  by  the 
on-scene  patrol  until  no  longer  within 
the  safety  zone.  ^ 


(d)  Enforcement  Period.  This  rule  is 
effective  annually  during  the  parade  of 
ships  which  typically  occurs  on  a 
Wednesday  during  the  last  week  of  July 
or  the  first  week  in  August  from  8  a.m. 
until  8  p.m.  unless  cancelled  sooner  by 
the  Captain  of  the  Port. 

Dated;  October  26,  2010. 

S.  J.  Ferguson, 

Captain,  U.S.  Coast  Guard,  Captain  of  the 
Port,  Puget  Sound. 

[FR  Doc.  2010-29422  Filed  11-23-10;  8:45  am] 

BILLING  CODE  9110-04-f> 


POSTAL  SERVICE 
39  CFR  Partin 

Group  E  Post  Office  Box  Service 

AGENCY:  Postal  Service™. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Postal  Service  is  revising 
the  Mailing  Standards  of  the  United 
States  Postal  Service,  Domestic  Mail 
Manual  (DMM®)  508.4.6  to  clarify 
eligibility,  to  simplify  the  standards, 
and  to  facilitate  uniform  administration 
for  Group  E  (fi’ee)  Post  Office™  (PO) 

Box  service. 

DATES:  We  must  receive  your  comments 
on  or  before  December  27,  2010. 
ADDRESSES:  Mail  or  deliver  written 
comments  to  the  Manager,  Mailing 
Standards,  U.S.  Postal  Service®,  475 
L’Enfant  Plaza,  SW.,  Room  4446, 
Washington  DC  20260-4446.  You  may 
inspect  and  photocopy  all  written 
comments  at  USPS®  Headquarters 
Library,  475  L’Enfant  Plaza  SW,  11th 
Floor  N,  Washington,  DC  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday.  E- 
mail  comments  concerning  the 
proposed  box  eligibility,  containing  the 
name  and  address  of  the  commenter, 
may  be  sent  to; 

MailingStandards@usps.gov,  with  a 
subject  line  of  “Group  E  PO  Box 
comments.”  Faxed  comments  are  not 
accepted. 

FOR  FURTHER  INFORMATION  CONTACT: 

Laurence  Welling  at  202-268-7792  or 
Yvonne  Gifford  at  202-268-8082. 
SUPPLEMENTARY  INFORMATION:  Group  E 
PO  Box™  service  is  provided  free,  with 
restrictions,  to  customers  whose 
physical  addresses  do  not  receive  any 
form  of  USPS  carrier  delivery  service. 

For  this  proposed  rule,  the  Postal 
Service  removes  the  descriptive  term, 
“business  location”,  in  favor  of  the 
general  term  “physical  address”.  The 
latter  describes  residential  locations  as 
well  as  business  locations  and  no 
distinction  between  the  two  terms  was 
intended. 
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USPS  further  deletes  the  reference  to 
“out-of-bounds  delivery  receptacles”  in 
favor  of  language  recognizing  that  Group 
E  PO  Box  service  is  not  available  when 
a  physical  address  receives  any  form  of 
USPS  carrier  delivery.  Confusion  over 
the  intent  of  the  meaning  of  “out-of- 
bounds”  obscured  the  larger  context 
wherein  Group  E  service  should  never 
supplement  a  physical  location’s  carrier 
delivery  servdce.  Clarifying  the  intent 
and  eliminating  this  confusion  may 
cause  existing  Group  E  customers  to 
lose  Group  E  eligibility  for  their 
physical  addresses,  while  others  whose 
physical  locations  the  USPS  chooses  not 
to  provide  carrier  service  to  may  become 
eligible  for  Group  E  service. 

The  Postal  Service  also  revises  DMM 
508.4.6.3  to  acknowledge  carrier 
delivery  service,  once  established  to  a 
particular  physical  address,  eliminates 
Group  E  eligibility.  Improved  language 
in  this  section  illustrates  situations 
where  no  eligibility  for  Group  E  arises 
either  because  carrier  delivery  is 
available  or  because  action  (or  inaction) 
by  third  parties  precludes  USPS  from 
extending  carrier  delivery. 

Although  we  are  exempt  from  the 
notice  and  comment  requirements  of  the 
Administrative  Procedure  Act  [5  U.S.C. 
of  553  (b),  (c)]  regarding  proposed 
rulemaking  by  39  U.S.C.  410(a),  we 
invite  public  comments  on  the 
following  proposed  revisions  to  Mailing 
Standards  of  the  United  States  Postal 
Service,  Domestic  Mail  Manual  {DMM), 
incorporated  by  reference  in  the  Code  of 

;  Federal  Regulations.  See  39  CFR  111.1. 

List  of  Subjects  in  39  CFR  Part  111 

Administrative  practice  and 
procedure.  Postal  Service. 

=  Accordingly,  39  CFR  part  111  is 

i  proposed  to  be  amended  as  follows: 

PART  111— [AMENDED] 

1.  The  authority  citation  for  39  CFR 
part  111  continues  to  read  as  follows: 

Authority:  5  U.S.C.  552(a);  13  U.S.C.  301- 
307;  18  U.S.C.  1692-1737;  39  U.S.C.  101, 

401,  403,  404,  414,  416,  3001-3011, 3201- 
3219, 3403-3406,  3621, 3622, 3626, 3632, 
3633,  and  5001. 

2.  Revise  the  following  sections  of 
Mailing  Standards  of  the  United  States 
Postal  Service,  Domestic  Mail  Manual 
(DMM)  as  follows: 

Mailing  Standards  of  the  United  States 
Postal  Service,  Domestic  Mail  Manual 
-  (DMM) 


500  Additional  Mailing  Services 
***** 


508  Recipient  Services 
***** 

4.0  Post  Offi.ce  Box  Service 
***** 

4.6  Fee  Group  Assignments 
***** 

[Revise  title,  introductory  text  and  items 
4.6.2a,  b  and  c,  and  eliminate  item  d  in 
its  entirety  as  follows:] 

4.6.2  Free  PO  Box  Service  (Group  E) 

Customers  may  qualify  for  Group  E 
(free)  PO  Box  service  at  a  Post  Office 
location  if  their  physical  address 
location  meets  all  of  the  following 
criteria: 

a.  The  physical  address  is  within  the 
geographic  delivery  ZIP  Code 
boundaries  admiiiistered  by  a  Post 

,  Office. 

b.  The  physical  address  constitutes  a 
potential  carrier  delivery  point  of 
service. 

c.  USPS  does  not  provide  carrier 
delivery  to  a  mail  receptacle  at  or  near 
that  physical  address  for  reasons  other 
than  the  conditions  in  4.6.3b. 

[Revise  title  and  introductory  text  of 

4.6.3  and  add  new  items  a  through  d  as 
follows:] 

4.6.3  Additional  Standards  for  Free  PO 
Box  Service 

Only  one  Group  E  (free)  PO  Box  may 
be  obtained  for  each  potential  carrier 
delivery  point  of  service,  under  the 
following  conditions: 

a.  Group  E  PO  Box  customers  are 
assigned  the  smallest  available  box  that 
reasonably  accommodates  their  daily 
mail  volume. 

b.  Eligibility  for  Group  E  PO  Boxes 
does  not  extend  to: 

1.  Individual  tenants,  contractors, 
employees,  or  other  individuals 
receiving  or  eligible  to  receive  single¬ 
point  delivery  to  a  location  such  as  a 
hotel,  college,  military  installation, 
campground,  or  transient  trailer  park. 

2.  Locations  served,  or  eligible  to  be 
served,  by  centralized  delivery  or 
grouped  receptacles  such  as  cluster  box 
units,  apartment  style  receptacles, 
mailrooms,  or  clusters  of  roadside 
receptacles. 

3.  Locations  where  town  ordinances, 
private  roads,  gated  communities, 
unimproved  or  poorly  maintained 
roadways,  unsafe  conditions,  or  other 
conditions  preclude  extension  of  carrier 

_  delivery. 

4.  Locations  served  by  a  delivery 
receptacle  that  a  customer  chooses  to  - 
locate  along  a  carrier’s  line  of  travel,  and 
to  which  the  Postal  Service  makes 
delivery. 


c.  A  customer  must  pay  the  applicable 
fee  for  each  PO  Box  requested  in 
addition  to  the  initial  free  Group  E  PO 
Box. 

d.  The  online  application  tools 
described  in  4.3.1b  cannot  be  used  for 
free  PO  Box  service. 
***** 

We  will  publish  an  appropriate 
amendment  to  39  CFR  part  111  to  reflect 
these  changes  if  our  proposal  is 
adopted. 

Stanley  F.  Mires, 

Chief  Counsel,  Legislative. 

[FR  Doc.  2010-29537  Filed  11-23-10;  8:45  am] 
BILLING  CODE  7710-12-P 


POSTAL  REGULATORY  COMMISSION 

39  CFR  Part  3050 

[Docket  No.  RM2011-3;  Order  No.  589] 

Periodic  Reporting  Rules 

AGENCY:  Postal  Regulatory  Commission. 
ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  Commission  is  initiating 
the  first  strategic  rulemaking  since 
enactment  of  a  postal  reform  law  in 
2006.  The  broad  focus  is  on  product  cost 
estimation.  This  document  provides 
background  information  on  the  scope  of 
a  strategic  rulemaking,  identifies  several 
potential  areas  for  study,  and  seeks 
suggestions  for  additional  topics.  It  also 
notes  that  a  public  forum,  conducted  as 
a  technical  conference,  may  be  held  in 
the  future. 

DATES:  Comments  are  due:  February  18, 
2011. 

ADDRESSES:  Submit  comments 
electronically  via  the  Commission’s 
Filing  Online  system.  Commenters  who 
cannot  submit  filings  electronically 
should  contact  the  person  identified  in 
the  FOR  FURTHER  INFORMATION  CONTACT 
section  for  advice  on  alternatives. 

FOR  FURTHER  INFORMATION  CONTACT: 
Stephen  L.  Sharfman,  General  Counsel, 
at  stephen.sharfman@prc.gov  or  202- 
789-6820. 

SUPPLEMENTARY  INFORMATION:  39  U.S.C. 
3652(a)  through  (c)  describe  the  reports 
that  the  Postal  Service  is  to  provide  to 
the  Commission  to  enable  it  to  evaluate 
the  Postal  Service’s  compliance  with  the 
various  requirements  and  standards  of 
the  Postal  Accountability  and 
Enhancement  Act  (PAEA).  Section 
3652(e)  provides  that  the  Commission 
shall  prescribe  the  form  and  content  of 
those  reports.  Section  3652(e)(2) 
authorizes  the  Commission  to  initiate 
proceedings  to  improve  the  quality, 
accuracy,  or  completeness  of  the  data 
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provided  in  the  Postal  Service’s  annual 
compliance  reports. 

In  Docket  No.  RM2008— 4,  the 
Commission  described  the  framework 
that  it  contemplated  for  assuring  that 
appropriate  changes  or  additions  are 
made  both  to  the  methods  for  collecting 
and  reporting  data,  and  to  the  methods 
for  analyzing  or  modeling  those  data  to 
develop  the  estimates  that  are  reported 
to  the  Commission  under  section  3652. 
Order  No.  104,  issued  August  22,  2008,^ 
observed  that 

A  strategic  rulemaking  would  be  designed 
to  make  the  ongoing  development  of  analysis 
in  cost  causation  or  other  areas  of  analysis  as 
orderly  and  efficient  as  possible.  It  would 
take  an  inventory  of  longer-term  data 
collection  and  analysis  needs.  It  is  likely  to 
involve  plans  to  meet  those  needs  over  a 
horizon  longer  than  a  year.  It  might  focus  on 
existing  data  collection  systems  that  need  to 
be  improved  or  new  data  collection  programs 
that  need  to  be  established.  It  might  list 
existing  analytical  studies  that  need  to  be 
updated,  or  new  analytical  studies  that  need 
to  be  undertaken.  The  scope  of  a  strategic 
rulemaking  would  be  broad,  since  one  of  its 
purposes  would  be  to  compare  the  likely  cost 
and  benefits  of  improved  data  or  analysis  in 
different  areas  of  research,  and  the  lead  time 
required  to  conduct  the  research.  The 
purpose  would  be  to  prioritize  research 
projects  and  draw  up  a  tentative  schedule  for 
conducting  them. 

A  strategic  rulemaking  is  likely  to  be 
general  in  focus  and  exploratory  in  nature  in 
its  early  stages.  Accordingly,  the  procedures 
followed  would  be  quite  flexible.  They  might 
begin  with  the  equivalent  of  a  prehearing 
conference  in  which  interested  parties 
identify  areas  in  which  research  is  most 
needed  and  most  likely  to  bear  fruit.  Once  a 
strategic  rulemaking  has  identified  and 
prioritized  areas  of  needed  research,  it  would 
then  narrow  its  focus  to  specific  data  to  be 
gathered  or  studies  to  be  performed.  The 
Notice  of  Proposed  Rulemaking  would  be 
expected  to  culminate  in  Commission 
approval  of  a  list  of  research  projects  to  be 
undertaken  and  a  preliminary  projected  time 
table  for  their  completion. 

Id.  at  32-33. 

Order  No.  104  contemplated  that  a 
strategic  rulemciking  would  develop  an 
inventory  of  longer-term  data  collection 
and  analysis  needs,  comprehensively 
evaluate  these  needs,  and  devise  a  plan 
for  meeting  these  needs,  with  input 
from  mailers,  the  interested  public,  the 
Postal  Service  and  Commission  staff.  Id. 
This  proceeding  is  the  Conunission’s 
first  strategic  rulemaking.  The 
Commission  is  aware  that  it  comes  at  a 
time  when  the  Postal  Service  is  under 
considerable  financial  pressure.  At  the 
same  time,  the  Commission  is  aware 
that  it  is  necessary  to  have  accurate 


>  Docket  No.  RM2008-4,  Notice  of  Proposed 
Rulemaking  Prescribing  Form  and  Content  of 
Periodic  Refwrts,  August  22,  2008  (Order  No.  104]. 


estimates  of  product  costs  in  order  to 
understand  the  net  revenue 
consequences  of  the  rates  and  discounts 
that  the  Postal  Service  selects.  For  this 
reason,  the  benefits  of  obtaining 
accurate  estimates  of  product  costs  can 
far  outweigh  the  expense  of  properly 
designed  data  collection  systems  and 
properly  executed  analysis. 

Existing  cost  systems  can  become 
inaccurate  or  lose  their  relevance  due  to 
changes  in  operations  or  product 
offerings.  Also,  opportunities  to  develop 
more  accurate  estimates  can  arise  if  new 
sources  of  information,  such  as  the 
Intelligent  Mail  barcode  (IMb),  become 
available.  The  Commission  is  mindful 
that'  modifications  or  improvements  to 
cost  estimation  methods  should  only  be 
undertaken  when  there  is  substantial 
reason  to  believe  that  existing  systems 
are  obsolete  or  otherwise  inaccurate.  For 
a  publicly-owned  entity  like  the  Postal 
Service,  changes  to  the  level  and  quality 
of  the  business  information  that  guides 
its  operations  should  be  based  on 
understanding  among  the  Postal 
Service,  its  stakeholders,  and  the 
regulator,  about  the  need  for,  and  the 
value  of  the  changes.  The  Commission 
hopes  that  the  postal  community  will 
weigh  both  the  costs  and  benefits  of  any 
proposed  changes  and  provide  input  on 
what  improvements  in  data  collection 
and  analysis  warrant  attention  in  the 
near  term  and  what  improvements 
would  be  warranted  over  a  longer  time 
horizon.  Of  those  that  are  considered  to 
be  weirranted  over  the  near  term, 
comments  are  requested  concerning 
which  research  topics  should  be  given 
priority,  and  what  time  frame  should  be 
considered  feasible  for  completing  the 
research. 

Interested  persons  may  propose  areas 
of  research  that  they  think  are  needed, 
and  may  use  the  list  of  possible 
candidates  in  the  attachment  to  this 
order  as  a  starting  point.  In  doing  so, 
they  should  consider  the  magnitude  of 
the  candidate’s  potential  impact  on 
estimated  volumes,  costs  or  revenues; 
the  time  and  expense  likely  to  be 
required  to  resolve  it;  and  its  potential 
relevance  to  determining  compliance 
with  the  standards  of  the  PAEA  or 
supporting  the  various  studies  and 
reports  that  the  PAEA  requires  the 
Commission  to  prepare. 

To  begin  the  discussion,*  the 
Commission  identifies  several  candidate 
areas  for  study  in  the  attachment.  There 
are  a  number  of  narrower  cost  and 
revenue  estimation  issues  that  have  . 
been  identified  in  the  Commission’s 
recent  Annual  Compliance 


Determinations  and  not  yet  resolved. ^ 
Commenters  may  wish  to  express  an 
opinion  on  which  of  these  data 
reporting  topics  and  estimation  issues 
should  be  included  in  this  strategic 
rulemaking  planning  process,  and 
which  are  better  left  to  theTraditional 
rulemaking  procedure  in  which 
petitions  are  filed  to  request  that  the 
Commission  make  specific  changes  or 
additions  to  established  analytical  • 
principles.  Finally,  the  Commission’s 
periodic  data  reporting  rules  currently 
have  placeholders  for  data  required  to 
calculate  the  cost  of  the  Postal  Service’s 
Universal  Service  Obligation  (see  39 
CFR  3050.30)  and  data  required  to 
estimate  the  quality  of  service  (see  39 
CFR  3050.53).  These  topics  will  be 
addressed  in  separate  dockets. 

Following  the  submission  of  initial . 
comments,  the  Commission  will  select 
an  appropriate  time  to  host  a  public 
forum»  The  public  forum  will  function 
as  a  technical  conference.  Subject  matter 
experts  from  the  Postal  Service, 
interested  participants,  and  Commission 
staff  will  have  an  opportunity  to 
interactively  discuss  matters,  such  as 
feasibility  and  cost,  which  would  bear 
on  the  priority  that  should  be  assigned 
to  the  various  research  topics  that  are  in 
need  of  further  study.  Proposed  ' 
modifications  to  the  list  of  topics  and 
tentative  prioritization  of  them  will  be 


2  With  respect  to  recognizing  shape  differences  in 
the  first-ounce  rate  for  First-Class  Mail,  see  2008 
Annual  Compliance  Determination,  March  30, 

2009,  at  54  (2008  ACD)  and  2009  Annual 
Compliance  Determination,  March  29,  2010,  at  73 
(2009  ACD).  With  respect  to  Periodicals,  estimating 
what  portion  receives  an  automated  incoming  sort 
is  discussed  in  Docket  No.  RM2010-6,  Order  No. 
400,  January  28,  2010;  how  the  cost  models  should 
treat  allied  costs  is  discussed  in  the  2008  ACD  at 
57-58;  and  calculating  the  proper  percentage  of  5- 
digit  bundles,  analyzing  weight-related  cost  pools, 
and  gathering  Periodicals-specific  field  data  is 
discussed  in  Docket  No.  RM2009-1,  Order  No.  170, 
January  12,  2009.  With  respect  to  Standard  Mail, 
properly  allocating  the  costs  of  letters  ineligible  for 
the  letter  rate  is  discussed  in  the  2008  ACD  at  64- 
65;  negative  cost  avoidances  between  Basic  and 
High  Density  parcels  is  discussed  in  the  2007  ACD 
at  96-97,  the  2008  ACD  at  66-67,  and  the  2009  ACD 
at  88-90;  and  reconciling  the  costs  estimated  for 
nonprofit  StandMd  Mail  with  total  Standard  Mail 
costs  is  discussed  in  USPS-27  FY  2008  Nonprofit 
Mail  Cost  Approximations,  December  29,  2008,  and 
the  2008  Annual  Compliance  Report  (ACR).  With 
respect  to  Bound  Printed  Matter,  the  need  for  new 
methods  for  estimating  the  costs  avoided  by 
presorting  is  discussed  in  the  2008  ACD  at  75-76, 
and  the  2009  ACD  at  100.  The  need  to  develop 
methods  for  estimating  the  costs  of  new  stand-alone 
Special  Services  is  discussed  in  the  2009  ACD  at 
106;  the  need  for  distinguishing  the  costs  of  Stamp 
Fulfillment  Services  firom  Philatelic  Services  is 
discussed  in  Docket  No.  MC2009-19,  Order  No. 

487,  July  13,  2010,  at  5-6;  and  the  need  for 
distinguishing  the  costs  of  IMTS-outbound  from 
IMTS-inbound  is  discussed  in  the  2009  ACD  at  120. 
Estimating  mailer-specific  costs  by  indirect  means 
is  discussed  in  the  2009  ACR  in  USPS-FY-09  at 
109,  and  the  need  for  improvements  is  discussed  in 
the2009ACD.  ;;  7j- 
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addressed  at  the  forum.  Participants  at 
the  public  forum  may  also  discuss  a 
protocol  whereby  the  Postal  Service  or 
outside  contractor  conducting  a  study 
growing  out  of  this  proceeding  would 
afford  an  opportunity  for  outside  review 
and  input  at  interim  stages.  Additional 
technical  conferences  may  be  scheduled 
to  discuss  a  particular  research  item  or 
set  of  items  in  greater  depth. 

The  Commission  will  balance  the 
urgency  and  importance  of  resolving 
each  issue  with  the  p'ractical 
considerations  of  time,  cost,  and  other 
resource  limitations.  A  schedule  with 
target  dates  for  beginning  data  collection 
efforts  or  completing  an  initial  group  of 
analytical  studies  will  be  developed. 
Formal  proposals  to  change  or 
supplement  current  analytical 
principles  are  expected  to  grow  out  of 
the  research  completed  in  response  to 
this  proceeding.  Such  proposals  will  be 
vetted  as  they  are  now  in  informal 
rulemakings  devoted  to  specific  detailed 
changes. 

Topics  in  attachment.  [This  material 
appears  as  an  attachment  to  Order  No. 
589  as  published  on  the  Commission 
Web  site].  Some  candidate  areas  for 
improvements  in  data  collection  and 
analysis  [include:] 

1.  The  data  underlying  the  current 
estimates  of  the  variability  of  City 
Carrier  street  time  were  collected  in 
2002,  and  the  subsequent  update  of  the 
input  data  in  2004  produced 
substantially  different  results  which 
have  not  been  fully  examined  in  public. 
Current  (and  future)  operations  may 
differ  from  those  measured  in  2002  due 
to  volume  declines,  route  adjustments, 
and  the  introduction  of  FSS.  The 
expense  of  an  appropriate  study  and  its 
potential  to  broadly  impact  attributable 
cost  estimates  are  likely  to  be 
substantial.  Therefore,  it  would  be 
preferable  to  develop  a  consensus  as  to 
the  general  design  and  scope  of  a  study 

i  before  beginning  any  data  collection.  Jt 

I  may  also  be  appropriate  to  investigate 
the  suitability  of  data  from  existing 
collection  systems  (e.g..  Delivery 
Operations  Information  System)  to  . 
reduce  the  need  for  reliance  on  one-time 
studies.  . 

2.  Mail  processing  is  the  largest 
source  of  volume-variable  costs  in  the 
postal  system.  Despite  its  prominence, 
its  volume  variability  has  never  been 
successfully  modeled.  The  Commission 
currently  uses  a  general  assumption  that 
mail  processing  costs  vary  in  proportion 
to  volume  with  the  exception  of  a  few 
minor  operations.  Mail  processing  might 
not  vary  in  proportion  to  volume  in 
certain  processing  environments. 
Considerable  progress  has  been  made  in 
developing  a  valid  theoretical  approach 


to  modeling  voliune-variable  mail 
processing  costs.  However,  lack  of  data 
on  volumes  finalized  at  processing 
plants  that  are  reasonably  free  of 
measurement  error  has  remained  an 
obstacle  to  implementing  a  theoretically 
sound  approach.^  An  important  area  of 
investigation  is  whether  this  obstacle 
could  be  overcome  through  ubiquitous 
use  of  an  IMb  that  tracks  each  piece  of 
bulk-entered  mail  through  the  mail 
processing  network,  coupled  with  the 
use  of  mail  history  data  that  tracks  each 
individually-entered  piece  of  mail 
through  that  network.  Id.  at  ^  92,  n.l5, 
and  Ti  102,  n.20.  If  comprehensive 
tracking  of  plant-level  volumes  is  not 
realistic  anytime  soon,  the  potential 
value  of  modeling  mail  processing  costs 
with  the  aid  of  plant-specific  piece 
handling  and  other  data  should  be 
evaluated.  Plant-specific  data  might 
furnish  instrumental  variables  capable 
of  overcoming  the  problem  of 
measurement  error  in  what  is  supposed 
to  serve  as  the  volume  variable  (id., 
148-156)  and  might  provide  valuable 
control  variables  that  would  make 
successful  modeling  of  mail  processing 
cost  variability  more  feasible. 

3.  In  Docket  No.  ACR2008,  the  Postal 
Service  identified  group-specific  costs 
for  competitive  products  in  Cost 
Segment  18  (Administration  and 
Regional  Operations)  that  are  incurred 
for  only  one  product  group.  The  Postal 
Service  identified  these  costs  through  a 
management  questioimaire  sent  to  all 
Headquarter’s  finance  number  groups 
asking  whether  the  work  conducted 
within  that  finance  number  was  for  the 
support  of  one  specific  product  or  a 
group  of  products.  Additional  work  in 
this  area  would  include  the  expansion 
of  this  exercise  to  other  cost  segments, 
as  well  as  the  possible  development  of 
decision  rules  to  designate  mixed  group 
activity  costs  as  group  specific.^ 

4.  The  study  underlying  the 
variability  of  Cost  Segment  8,  Vehicle 
Service  Drivers  (VSEte),  was  adopted  in  ' 
Docket  No.  R97-1  and  has  not  been 
revised.  Changes  in  operations  are  likely 
to  have  altered  the  behavior  of  VSD 
costs  since  this  study,  and  therefore  the 
need  for  an  updated  study  should  be 
assessed.  Also,  when  the  Conunission 
recently  approved  the  short-term  use  of 
the  Intra-SCF  cubic-foot-miles  proxy  as 
the  VSD  distribution  key,  it  instructed 
the  Postal  Service  to  move  away  from 
the  use  of  proxies.  Id.  at  39.  In  the  2009 
ACR,  the  Postal  Service  indicated  that  it 


3  See  PRC  Op.  R2006-1.  85-122. 

■*  See  Docket  No.  RM2008-2,  Order  No.  115, 
Order  Accepting  Certain  Analytical  Principles  for 
Use  in  the  Postal  Service’s  Periodic  Reports, 
October  10,  2008,  at  11-13. 


planned  to  sample  VSD  in  FY  2010,  but 
that  it  had  no  current  plans  to  review 
the  variability. 5  The  Postal  Service’s 
schedule  for  these  efforts  could  be 
reviewed  in  this  docket.  ^ 

5.  The  Postmaster  Variability  Study 
was  completed  in  1984.  It  has  not  been 
updated  and  may  no  longer  be 
representative  of  current  variability  of 
postmaster  costs.®  Specifically, 
according  to  the  OIG,  the  analysis  used 
FY  1979  postmaster  salaries  and  FY 

1978  Workload  Service  Credit  (WSC) 
Index  data  to  determine  that  the 
estimated  postmaster  variability  was 
18.23  percent.  For  example,  the 
minimum  postmaster  salary  for 
Executive  and  Administrative  Sche'dule 
(EAS)-23  increased  from  $22,500  in 

1979  to  $52,433  in  2008.7  The  difficulty 
of  developing  an  up-to-date  analysis  of 
postmaster  variability  could  be 
explored.® 

It  is  ordered: 

1 .  Initial  comments  are  due  on  or 
before  February  18,  2011. 

2.  Pursuant  to  39  U.S.C.  505,  Robert 
N.  Sidman  is  designated  as  the  Ihiblic 
Representative  in  this  proceeding  to 
represent  the  interests  of  the  general 
public. 

3.  The  Secretary  shall  arrange  for 
publication  of  this  order  in  the  Federal 
Register. 

By  the  Commission. 

Ruth  Ann  Abrams, 

Acting  Secretary. 

(FR  Doc.  2010-29558  Filed  11-23-10;  8:45  am) 

BILLING  CODE  7710-FW-P 


*See  Docket  No.  ACR2009,  USPS-FY09-9— FY 
2009  ACR  Roadmap  Document,  December  29,  2009, 
at  112. 

®  United  States  Postal  Service,  Office  of  Inspector 
General  (OIG),  Audit  Report — Management  of 
Special  Studies  (Report  Number  CRR-AR-10- 
0002),  March  19,  2010,  at  2  (OIG  Report). 

^The  1984  study  was  based  on  postmaster 
salaries  EAS-22  and  below,  which  has  since 
changed  to  include  EAS-23. 

®  The  Commission  accepted  the  Postmaster 
Variability  Study  in  1984.  At  that  time,  the 
Commission  recommended  the  Postal  Service 
update  the  study  with  current  salary  emd  WSC  data 
in  subsequent  rate  cases.  According  to  the  OIG,  in 
1997  and  again  in  2007,  the  Postal  Service 
considered  conducting  a  new  study;  however, 
management  set  aside  the  study  due  to  higher 
priority  work.  The  OIG  says  that  Postal  Service 
personnel  stated  they  are  awaiting  Commission 
guidance  to  prioritize  updating  the  Postmaster 
Variability  Study.  See  OIG  Report,  Appendix  B,  for 
detailed  analysis  of  this  topic. 
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DEPARTMENT  OF  DEFENSE 

Defense  Acquisition  Regulations 
System 

48  CFR  Parts  204  and  252  ' 

RIN  0750-AG39 

Defense  Federal  Acquisition 
Regulation  Supplement;  Annual 
Representations  and  Certifications 
(DFARS  Case  2009-D011) 

AGENCY:  Defense  Acquisition 
Regulations  System,  Department  of 
Defense  (DoD). 

ACTION:  Proposed  rule  with  request  for 
comments. 

SUMMARY:  DoD  is  proposing  to  amend 
the  Defense  Federal  Acquisition 
Regulation  Supplement  (DFARS)  to 
conform  it  to  changes  in  the  Federal 
Acquisition  Regulation  (FAR)  relating  to 
annual  representations  and 
certifications. 

DATES:  Comment  date:  Comments  on 
this  proposed  rule  should  be  submitted 
in  writing  to  the  address  shown  below 
on  or  before  January  24,  2011,  to  be 
considered  in  the  formation  of  the  final 
rule. 

ADDRESSES:  You  may  submit  comments, 
identified  by  DFARS  Case  2009-D011, 
using  any  of  the  following  methods: 

Federal  eRuIemaking  Portal:  http:// 
www.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

E-mail:  dfars@osd.mil.  Include 
DFARS  Case  2009-D011  in  the  subject 
line  of  the  message. 

Fax:  703-602-0350. 

Mail:  Defense  Acquisition  Regulations 
System,  Attn:  Mr.  Julian  E.  Thrash, 
OUSD(AT&L)DPAP(DARS),  Room 
3B855,  3060  Defense  Pentagon, 
Washington,  DC  20301-3060. 

Comments  received  generally  will  be 
posted  without  change  to  http:// 
www.reguIations.gov,  including  any 
personal  information  provided. 

To  confirm  receipt  of  your 
'  comment(s),  please  check  http:// 
www.reguIations.gov  approximately  two 
to  three  days  after  submission  to  verify 
posting  (except  allow  30  days  for 
posting  of  comments  submitted  by 
mail). 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Julian  E.  Thrash,  703-602-0310. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

DFARS  252.204-7007,  Alternate  A, 
Annual  Representations  and 
Certifications,  was  structured  to 
supplement  paragraph  (d)  of  FAR 

52.204-8,  Annual  Representations  and 


Certifications  (formerly  paragraph  (c)). 
FAR  52.204-8  was  changed  to  add  a 
new  paragraph  (c),  which  indicates  the 
applicable  representations  and 
certifications  in  ORCA.  The 
representations  and  certifications  in 
ORCA  are  those  provisions  and  clauses 
listed  in  the  prescribing  language 
contained  in  FAR  4.1202.  The  change 
also  requires  the  DFARS  representations 
and  certifications  in  ORCA  to  be  listed 
in  DFARS  252.204-7007.  The  DFARS 
representations  and  certifications  are 
those  provisions  and  clauses  contained  . 
in  the  prescribing  language  listed  in 
DFARS  204.1202. 

Further,  DFARS  252.212-7000, 

Offeror  Representations  and 
Certifications-Commercial  Items, 
should  be  removed  from  DFARS 
204.1 202(2)(iij.  The  prescribing 
language  requires  inclusion  of  this 
provision  in  all  solicitations  for 
commercial  items  exceeding  the 
simplified  acquisition  threshold. 

Further,  the  inclusion  of  252.204-7007, 
Alternate  A,  Annual  Representations 
and  Certifications,  is  applicable  when 
the  provision  at  FAR  52.204-8,  Annual 
Representations  and  Certifications,  is 
included  in  solicitations,  except  for 
commercial  item  solicitations. 

In  addition,  the  proposed  changes 
include  the  following: 

•  Delete  the  reference  to  252.216- 
7003,  and  252.239-7011  from  DFARS 
204.1202,  because  these  are  clauses,  not 
provisions. 

•  Revise  DFARS  252.204-7007  to 
incorporate  the  listing  of  representations 
or  certifications  in  ORCA  that  are 
applicable  to  the  solicitation. 

•  Address  in  paragraph  (d)  of  DFARS 

252.204-7007  the  applicability  of 
representations  and  certifications  in 
ORCA,  as  set  forth  in  provisions  and 
clauses  at  DFARS  252.209-7005, 

252.225- 7000,  252.225-7020,  252.225- 
7022,  252.225-7031,  252.225-7035, 

252.225- 7042,  252.229-7003,  252.229- 
7005,  and  252.247-7022. 

II.  Executive  Order  12866 

This  is  not  a  significant  regulatory 
action  and,  therefore,  was  not  subject  to 
review  under  section  6(b)  of  Executive 
Order  12866,  Regulatory  Planning  and 
Review,  dated  September  30,1993. 

III.  Regulatory  Flexibility  Act 

DoD  does  not  expect  this  proposed 
rule  to  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities  within  the  meaning  of  the 
Regulatory  Flexibility  Act,  5  U.S.C.  601, 
et  seq.,  because  the  change  is  to  internal 
Government  operating  procedures. 
Therefore,  an  initial  regulatory 
flexibility  analysis  has  not  been 


performed.  DoD  invites  comments  from 
small  entities  and  other  interested 
parties. 

DoD  will  also  consider  comments 
fi-om  small  entities  concerning  the 
affected  DFARS  subparts  in  accordance 
with  5  U.S.C.  610.  Interested  parties 
must  submit  such  comments  separately 
and  should  cite  5  U.S.C  601,  et  seq., 
(DFARS  case  2009-D011),  in 
correspondence. 

IV.  Paperwork  Reduction  Act 

The  Paperwork  Reduction  Act  does 
not  apply,  because  the  rule  does  not 
impose  any  information  collection 
requirements  that  require  the  approval 
of  the  Office  of  Management  and  Budget 
under  44  U.S.C.  3501,  et  seq. 

List  of  Subjects  in  48  CFR  Parts  204  and 
252 

Government  procurement. 

Clare  M.  Zebrowski, 

Editor,  Defense  Acquisition  Regulations 
System. 

Therefore,  DoD  proposes  to  amend  48 
CFR  parts  204  and  252  as  follows: 

1.  The  authority  citation  for  48  CFR 
parts  204  and  252  continues  to  read  as 
follows: 

Authority:  41  U.S.C.  421  and  48  CFR 
chapter  1.  . 

PART  204— ADMINISTRATIVE 
MATTERS 

2.  Amend  section  204.1202  by 
removing  paragraphs  (2)(ii),  (2)(iii),  and 
(2)(xi);  redesignating  paragraphs  (2)(iv) 
and  (2)(v)  as  paragraphs  (2)(ii)  and 
(2)(iii),  respectively;  redesignating 
paragraphs  (2)(vi)  through  (2)(x)  as 
paragraphs  (2)(v)  through  (2)(ix), 
respectively;  redesignating  paragraph 
(2)(xii)  as  paragraph  (2)(x)  and  adding 
paragraph  (2)(iv),  to  read  as  follows: 

204.1202  Solicitation  provision  and 
contract  clause. 

***** 

(2)  *  *  * 

(iv)  252.225-7022,  Trade  Agreements 
Certificate-Inclusion  of  Iraqi  End 
Products. 

***** 

3.  Revise  section  252.204-7007  to 
read  as  follows: 

252.204- 7007  Alternate  A,  Annual 
Representations  and  Certifications. 

ALTERNATE  A,  ANNUAL 
REPRESENTATIONS  AND 
CERTIFICATIONS 

(DATE) 

As  prescribed  in  204.1202,  substitute  the 
following  paragraphs  (d)  and  (e)  for 
paragraph  (d)  of  the  provision  at  FAR 

52.204- 8: 
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(d)  The  following  representations  or 
certifications  in  ORCA  ^re  applicable  to  this 
solicitation  as  indicated: 

(i)  252.20&-7005,  Reserve  Officer  Training 
Corps  and  Military  Recruiting  on  Campus. 
This  clause  .applies  to  all  solicitations  and 
contracts  with  institutions  of  higher 
education. 

(ii)  252.225-7000,  Buy  American  Act — 
Balance  of  Payments  Program  Certificate. 

This  provision  applies  to  solicitations 
containing  the  clause  at  252.225—7001,  Buy 
American  Act  and  Balance  of  Payments 
Program. 

(iii)  252.225—7020,  Trade  Agreements 
Certificate.  This  provision  applies  to 
solicitations  containing  the  clause  at 
252.225-7021,  Trade  Agreements. 

(iv)  252.225-7022,  Trade  Agreements 
Certificate — Inclusion  of  Iraqi  End  Products. 
This  provision  applies  to  solicitations 
containing  the  clause  at  252.225—7021,  Trade 
Agreements,  used  with  its  Alternate  I. 

(v)  252.225-7031,  Secondary  Arab  Boycott 
of  Israel.  This  provision  applies  to  all 
solicitations  unless  an  exception  applies  or  a 
waiver  has  been  granted  in  accordance  with 
225.7604. 


(vi)  252.225-7035,  Buy  American  Act — 
Free  Trade  Agreements — Balance  of 
Payments  Program  Certificate.  This  provision 
.applies  to  solicitations  that  include  the 
clause  at  252.225-7036,  Buy  American  Act — 
Free  Trade  Agreements — Balance  of 
Payments  Program.  Alternate  I  applies  when 
the  clause  at  252.225-7036  is  used  with  its 
Alternate  I. 

(vii)  252.225-7042,  Authorization  to 
Perform.  This  provision  applies  to 
solicitations  when  contract  performance  will 
be  wholly  or  in  part  in  a  foreign  country. 

(viii)  252.229-7003,  Tax  Exemptions 
(Italy).  This  clause  applies  to  solicitations 
and  contracts  when  contract  performance 
will  be  in  Italy. 

(ix)  252.229-7005,  Tax  Exemptions 
(Spain)  This  clause  applies  to  solicitations 
and  contracts  when  contract  performance 
will  be  in  Spain. 

(x)  252.247-7022,  Representation  of  Extent 
of  Transportation  by  Sea.  This  provision 
applies  to  all  solicitations  except — 

(A)  Those  for  direct  purcha.se  of  ocean 
transportation  services;  or 

(B)  Those  with  an  anticipated  value  at  or 
below  the  simplified  acquisition  threshold. 


(e)  The  offeror  has  completed  the  annual 
representations  and  certifications 
electronically  via  the  Online  Representations 
and  Certifications  Application  (ORCA)  Web 
site  at  https://orca.bpn.gov/.  After  reviewing 
the  ORCA  database  information,  the  offeror 
verifies  by  submission  of  the  offer  that  the 
representations  and  certifications  currently 
posted  electronically  that  apply  to  this 
solicitation  as  indicated  in  paragraphs  (d) 
and  (e)  of  this  provision  have  been  entered 
or  updated  within  the  last  12  months,  are 
current,  accurate,  complete,  and  applicable, to 
this  solicitation  (including  the  business  size 
standard  applicable  to  the  NAICS  code 
referenced  for  this  solicitation),  as  of  the  date 
of  this  offer,  and  are  incorporated  in  this  offer 
by  reference  (see  FAR  4.1201);  except  for  the 
changes  identified  below  [offeror  to  insert 
changes,  identifying  change  by  clause 
number,  title,  date).  These  amended 
representation(s)  and/or  certification(s)  are 
also  incorporated  in  this  offer  and  are 
current,  accurate,  and  complete  as  of  the  date 
of  this  offer. 


FAR/DFARS  Clause  # 

Title 

Date 

Change 

* 

Any  changes  provided  by  the  offeror  are 
applicable  to  this  solicitation  only,  and  do 
not  result  in  an  update  to  the  representations 
and  certifications  posted  on  ORCA. 

IFR  Doc.  2010-29495  Filed  11-23-10;  8:45  am] 
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DEPARTMENT  OF  DEFENSE 

Defense  Acquisition  Regulations 
System 

48  CFR  Part  215 

Defense  Federal  Acquisition 
Regulation  Supplement;  Discussions 
Prior  to  Contract  Award  (DFARS  Case 
2010-D013) 

agency:  Defen.se  Acquisition 
Regulations  System,  Department  of 
Defense  (DoD). 

ACTION:  Proposed  rule  with  request  for 
comments. 


SUMMARY:  DoD  is  proposing  to  amend 
the  Defense  Federal  Acquisition 
Regulation  Supplement  (DFARS)  to 
strongly  encourage  discussions  prior  to 
award  for  source  selections  of 
procurements  estimated  at  $100  million 
or  more.  The  proposed  change  was 
recommended  by  the  DoD  Source 
Selection  Joint  Analysis  Team. 

DATES:  Comments  on  the  proposed  rule 
should  be  submitted  in  writing  to  the 
address  shown  below  on  or  before 


January  24,  2011,  to  be  considered  in 
the  formation  of  the  final  rule. 
ADDRESSES:  Submit  comments 
identified  by  DFARS  Case  2010-D013, 
using  any  of  the  following  methods: 

o  Federal  eRulemaking  Portal: 
http:// WWW. regulations. gov.  Follow  the 
instructions  for  submitting  comments. 

o  E-mail:  dfars@osd.mil.  Include 
DFARS  Case  2010-D013  in  the  subject 
line  of  the  message.  ' 

O  Fax; 703-602-0350. 
o  Mail:  Defense  Acquisition 
Regulations  System,  Attn:  Meredith 
Murphy,  OIJSD  (AT&L)  DPAP  (DARS), 
Room  3B855,  3060  Defense  Pentagon, 
Washington,  DC  20301-3060. 

Comments  received  generally  will  be 
posted  without  change  to  http:// 
www.regulations.gov,  including  any 
personal  information  provided. 

To  confirm  receipt  of  your 
comment(s),  please  check  http:// 
www.regulations.gov  approximately  two 
to  three  days  after  submission  to  verify 
posting  (except  allow  30  days  for 
posting  of  comments  submitted  by 
mail). 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 

Meredith  Murphy,  Defense  Acquisition 
Regulations  System,  OUSD  (AT&L) 
DPAP  (DARSj,  3060  Defense  Pentagon, 
Room  3B855,  Washington,  DC  20301- 
3060.  Telephone  703-602-1302: 
facsimile  703-602-0350.  Please  cite 
DFARS  Ca.se  2010-D013. 
SUPPLEMENTARY  INFORMATION: 


I.  Background 

This  DFARS  case  was  initiated  at  the 
request  of  the  DoD  Source  Selection 
Joint  Analysis  Team  (JAT),  chartered  by 
the  Deputy  Under  Secretary  of  Defense 
(Acquisition,  Technology,  and  Logistics) 
to  revise  the  DoD  .source  selection 
procedures  (which  are  being  published 
separately). 

In  their  examination  of  current  source 
selection  processes  utilized  within  the 
DoD,  members  of  the  JAT  determined 
that  there  is  a  significant  positive 
correlation  betw’een  high-dollar  value 
source  selections  conducted  without 
discussions  and  protests  siustained. 
Therefore,  to  improve  the  quality  of 
high-dollar  value,  more  complex  source 
selections  and  reduce  turbulence  and 
inefficiency  resulting  from  sustained 
protests,  the  JAT  recommended  that 
discussions  prior  to  award  be  strongly 
encouraged  for  source  selections  with  a 
dollar  value  of  $100  million  or  more. 

DoD  research  has  indicated  that 
holding  meaningful  discussions  with 
industry  prior  to  contract  award  on 
high-dollar  value,  complex 
requirements  improves  both  industry’s 
understanding  of  .solicitation 
requirements  and  the  Government’s 
understanding  of  industry  is.sues.  By 
identifying  and  discussing  these  issues 
prior  to  submission  of  final  proposals, 
the  Government  is  often  able  to  issue 
clarifying  languagft:  The  modified 
requirements  documentation  allows 
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industry  to  tailor  proposals  and  better 
describe  the  offeror’s  intended 
approach,  increases  the  probability  that 
the  offeror’s  proposal  satisfies 
Government  requirements,  and  often 
results  in  better  contract  performance. 
Asking  contracting  officers  to  conduct 
discussions  with  industry  provides  a 
reasonable  approach  to  recognizing  and 
addressing  valid  industry  concerns  and 
a  constructive  alternative  to  protests 
resulting  from  industry  frustration  over 
misunderstood  requirements. 

DoD  notes  the  potential  disadvantages 
of  this  proposed  change  in  increased- 
time  to  complete  the  source-selection 
process  and  additional  workload  for 
acquisition  staff.  However,  failure  to 
hold  discussions  in  high-dollar  value, 
more  complex  source  selections  has  led 
to  misunderstandings  of  Government 
requirements  by  industry  and  flaws  in 
the  Government’s  evaluation  of  offerors’ 
proposals,  leading  to  protests  that  have 
been  sustained,  and  ultimately 
extending  source-selection  timelines.' 
DoD  proposes  to  decrease  the  possibility 
of  this  outcome  by  making  such 
discussions  the  default  procedure  for 
source  selections  for  procurements  at  or 
above  $100  million.  However,  use  of  the 
term  “should,”  as  defined  in  FAR  part  2, 
provides  that  the  expected  course  of 
action  need  not  be  followed  if 
inappropriate  for  a  particular 
circumstance. 

II.  Executive  Order  12866 

This  is  not  a  significant  regulatory 
action  and,  therefore,  is  not  subject  to 
review  under  Section  6  of  Executive 
Order  12866,  Regulatory  Planning  and 
Review,  dated  September  30, 1993.  This 
rule  is  not  a  major  rule  under  5  U.S.C. 
804. 

III.  Regulatory  Flexibility  Act 

DoD  does  not  expect  this  rule  to  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
within  the  meaning  of  the  Regulatory 
Flexibility  Act,  5  U.S.C.  601,  et  seq., 
because  the  rule  does  not  add  to  or 
delete  existing  regulations  on 
discussions  for  the  vast  majority  of  DoD 
procurements,  i.e.,  those  under  $100 
million.  For  the  largest  procurements  of 
at  least  $100  million,  any  increase  in 
discussions  is  anticipated  to  benefit  all 
offerors,  including  small  businesses,  by 
providing  them  an  opportunity  to 
explain  details  of  the  offer  and  market 
their  particular  capabilities. 

An  initial  regulatory  flexibility 
analysis  has  been  prepared  and  is 
summarized  as  follows;  The  opportunity 
to  participate  in  discussions  increases 
the  probability  of  solution  for  award,  as 
described  above.  In  fiscal  year  2009,  the 


most  recent  fiscal  year  for  which  data  is 
available,  DoD  awarded  620  new 
contracts  and  252  new  task  orders/ 
delivery  orders  of  $100  million  or  more 
to  small  businesses.  While  there  is  no 
way  to  determine  how  many  more  small 
businesses  may  have  been  selected  for 
high-dollar  value  DoD  awards  had 
discussions  been  held,  it  is  reasonable 
to  assume  that  the  number  would  have 
been  higher,  thus  providing  small 
businesses  with  a  net  positive  benefit. 

DoD  invites  comments  from  small 
business  concerns  and  other  interested 
parties  on  the  expected  impact  of  this 
rule  on  small  entities.  DoD  will  also 
consider  comments  from  small  entities 
concerning  the  existing  regulations  in 
subparts  affected  by  this  rule  in 
accordance  with  5  U.S.C.  610.  Interested 
parties  must  submit  such  comments 
separately  and  should  cite  5  U.S.C.  610 
(DFARS  Case  2010-D013)  in 
correspondence. 

IV.  Paperwork  Reduction  Act 

The  Paperwork  Reduction  Act  does 
not  apply,  because  there  are  no 
information  collection  requirements  that 
require  the  approval  of  the  Office  of 
Management  and  Budget  under  44 
U.S.C.  3501,  et  seq. 

List  of  Subjects  in  48  CFR  Part  215 
Government  procurement. 

Clare  M.  Zebrowski, 

Editor,  Defense  Acquisition  Regulations 
System. 

Therefore,  DoD  proposes  to  amend  48 
CFR  part  215  as  follows; 

1.  The  authority  citation  for  48  CFR 
part  215  continues  to  read  as  follows; 

Authority:  41  U.S.C.  421  and  48  CFR 
chapter  1. 

PART  215— CONTRACTING  BY 
NEGOTIATION 

2.  Add  sections  215.203-71  and 
215.209  to  read  as  follows; 

215.203-71  Requests  for  proposals — 
procurements  of  $100  million  or  more. 

For  source  selections  when  the 
procurement  is  $100  million  or  more, 
contracting  officers  should  conduct 
discussions  with  offerors  in  the 
competitive  range. 

215.209  Solicitation  provisions  and 
contract  clauses. 

(a)  For  source  selections  when  the 
procurement  is  $100  million  or  more, 
contracting  officers  should  use  the 
provision  at  52.215-1,  Instructions  to 
Offerors — Competitive  Acquisition,  with 
its  Alternate  I. 

[FR  Doc.  2010-29510  Filed  11-23-10;  8:45  am] 

BILLING  CODE  S001-08-P 


DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

49  CFR  Part  571 

Docket  No.  NHTSA-2010-0158 

Regulation  Identifier  No.  (RIN)  2127-AJ44 

Federal  Motor  Vehicle  Shfety 
Standards,  Child  Restraint  Systems; 
Hybrid  III  10-Year-Old  Child  Test 
Dummy 

agency:  National  Highway  Traffic 
Safety  Administration  (NHTSA), 
Department  of  Transportation  (DOT). 
ACTION:  Supplemental  notice  of 
proposed  rulemaking  (SNPRM). 

SUMMARY:  This  document  proposes  to 
amend  Federal  Motor  Vehicle  Safety 
Standard  (FMVSS)  No.  213,  Child 
Restraint  Systems,  regarding  a  Hybrid  III 
lO-year-old  child  test  dummy  that  the 
agency  seeks  to  use  in  the  compliance 
test  procedures  of  the  standard.  This 
document  supplements  a  2005  notice  of 
proposed  rulemaking  (NPRM)  and  a 
2008  SNPRM  previously  published  in 
this  rulemaking  (RIN  2127-AJ44) 
regarding  this  test  dummy.  In  the  2005 
NPRM,  in  response  to  Anton’s  Law, 
NHTSA  proposed  to  adopt  the  1 0-year- 
old  child  test  dummy  into  FMVSS  No. 
213  to  test  child  restraints  for  older 
children.  Subsequently,  to  address 
variation  that  was  found  in  dummy 
readings  due  to  chin-to-chest  contact, 
NHTSA  published  the  2008  SNPRM  to 
propose  a  NHTSA-developed  procedure 
for  positioning  the  test  dummy  in  belt- 
positioniitg  >eats.  Comments  on  the 
SNPRM  objected  to  the  positioning 
procedure,  and  some  suggested  an 
alternative  procedure  developed  by  the 
University  of  Michigan  Transportation 
Research  Institute  (UMTRI).  Today’s 
SNPRM  proposes  to  use  the  UMTRI 
procedure  to  position  the  test  dummy 
rather  than  the  NHTSA-developed 
procedure.  We  note  that  the  10-year-oid 
child  dummy  may  sometimes 
experience  stiff  contact  between  its  chin 
and  upper  sternal  bib  region  which  may 
result  in  an  unrealistically  high  value  of 
the  head  injury  criterion  (HIC)  ^ 
referenced  in  the  standard.  Accordingly, 
NHTSA  proposes  that  the  dummy’s  HIC 
measurement  will  not  be  used  to  assess 
the  compliance  of  the  tested  child 
restraint.  This  SNPRM  also  proposes 
other  amendments  to  FMVSS  No.  213, 
including  a  proposal  to  permit  NHTSA 
to  use,  at  the  manufacturer’s  option,  the 


■*  Throughout  this  document,  HIC  refers  to  the 
head  injury  criterion  computed  using  a  36 
milli.second  (msec)  time  interval. 


Federal  Register/ Vol.  75,  No.  226 /Wednesday,  November  24,  2010 /Proposed  Rules 


71649 


Hybrid  II  or  Hybrid  III  versions  of  the 
6-year-old  test  dummy,  and  a  proposal 
to  use  the  UMTRI  procedure  to  position 
the  Hybrid  III  6-year-old  and  10-year-old 
dummies  when  testing  belt-positioning 
seats. 

DATES:  You  should  submit  your 
comments  early  enough  to  ensure  that 
the  docket  receives  them  not  later  than 
January  24,  2011.  However,  comments 
on  our  reinstating  a  provision  in  FMVSS 
No.  213  that  permitted  NHTSA  to  use, 
at  the  manufacturer’s  option,  the  Hybrid 
II  or  Hybrid  III  versions  of  the  6-year-old 
dummy  in  compliance  testing  should  be 
received  no  later  than  30  days  after 
publication  of  this  document  in  the  - 
Federal  Register. 

ADDRESSES:  You  may  submit  comments 
(identified  by  the  DOT  Docket  ID 
Number  above)  by  any  of  the  following 
methods: 

•  Federal  eRuIemaking  Portal:  Go  to 
http://www.reguIations.gov.  Follow  the 
online  instructions  for  submitting 
comments. 

•  Mail:  Docket  Management  Facility: 
U.S.  Departnjent  of  Transportation,  1200 
New  Jersey  Avenue,  SE.,  West  Building 
Ground  Floor,  Room  Wl  2-140, 
Washington,  DC  20590-0001. 

-  •  Hand  Delivery  or  Courier:  West 
Building  Ground  Floor,  Room  W12-140, 
1200  New  Jersey  Avenue,  SE.,  between 
9  a.m.  and  5  p.m.  ET,  Monday  through 
Friday,  except  Federal  holidays. 

•  Fax:202-493-2251. 

Instructions:  For  detailed  instructions 

on  submitting  comments  and  additional 
information  on  the  rulemaking  process, 
see  the  Public  Participation  heading  of  * 
the  SUPPLEMENTARY  INFORMATION  section 
of  this  document.  Note  that  all 
comments  received  will  be  posted 
without  change  to  http:// 
www.reguIations.gov,  Including  any 
personal  information  provided.  Please 
see  the  Privacy  Act  heading  below. 

Privacy  Act:  Anyone  is  able  to  search 
the  electronic  form  of  all  comments 
received  into  any  of  our  dockets  by  the 
name  of  the  individual  submitting  the 
comment  (or  signing  the  comment,  if 
submitted  on  behalf  of  an  association, 
business,  labor  union,  etc.).  You  may 
review  DOT’s  complete  Privacy  Act. 
Statement  in  the  Federal  Register 
published  on  April  11,  2000  (65  FR 
19477-78). 

Docket:  For  access  to  the  docket  to 
read  background  documents  or 
comments  received,  go  to  http:// 
www.regulations.gov  or  the  street 
address  listed  above.  Follow  the  online 
instructions  for  accessing  the  dockets. 
FOR  FURTHER  INFORMATION  CONTACT:  For 
technical  issues,  you  may  call  Ms. 
Cristina  Echemendia  [Telephone:  202- 


366-6345)  [Fax:  202-493-2990).  For 
legal  issues,  you  may  call  Ms.  Deirdre 
Fujita,  Office  of  Ghief  Counsel 
(Telephone:  202-366-2992)  [Fax:  202- 
366—3820).  You  may  send  mail  to  these 
officials  at  the  National  Highway  Traffic 
Safety  Administration,  U.S.  Department 
of  Transportation,  1200  New  Jers  sy 
Avenue,  SE.,  West  Building, 

Washington,  DC  20590. 

SUPPLEMENTARY  INFORMATION: 

Table  of  Contents 

I.  Background 

a.  August  31,  2005  NPRM 

b.  January  23,  2008  SNPRM 

c.  Overview  of  Today’s  SNPRM 

II.  UMTRI  Positioning  Procedure  for  the  HIII- 

lOC 

III.  me  and  the  Hybrid  III  10- Year-Old 

Dummy 

IV.  Optional  Use  of  Hybrid  II  or  Hybrid  III 

6- Year-Old  Test  Dummy 

V.  UMTRI  Positioning  Procedure  for  the  HIII- 

6C 

VI.  Other  Applications  of  the  UMTRI 

Procedure 

VII.  Other  Proposals 

a.  Using  the  HIII-IOC  to  Test  a  CRS  on 
LATCH 

b.  CRSs  Must  Be  Capable  of  Fitting  the 
ATD 

c.  Housekeeping 

VIII.  Research  Plans 

IX.  Rulemaking  Analyses  and  Notices 

X.  Public  Participation 

I.  Background 

a.  August  31,  2005  NPRM 

On  August  31,  2005,  NHTSA 
published  an  NPRM  proposing  to 
aniend  FMVSS  No.  213,  Child  Restraint 
Systems  (49  CFR  571.213),  to  adopt  into 
the  standard’s  compliance  test  an 
instrumented  78  pound  (lb)  (35 
kilogram  (kg))  Hybrid  III  test  dummy 
representing  a  10-year-old  child. ^ 
NHTSA  proposed,  among  other  matters, 
to  use  this  dummy  (referred  to  as  the 
“HIII-IOC”)  to  test  belt-positioning  seats 
and  other  child  restraint  systems 
recommended  for  children  weighing 
more  than  50  lb  (22.7  kg),  and  to 
incorporate  with  this  dummy  the  injury 
criteria  and  other  performance  measures 
specified  in  S5  of  FMVSS  No.  213  for 
evaluating  child  restraint  .systems 
(CRSs)  wdth  current  test  dummies.  (Belt¬ 
positioning  seats  are  a  type  of  booster 
seat,  see,  S4  of  FMVSS  No.  213,  and  are 
commonly  referred  to  as  “belt¬ 
positioning  booster  seats”  (BPB).)  The 
NPRM  proposed  expanding  the 
definition  of  “child  restraint  system”  in 
FMVSS  No.  213  to  include  any  device, 
except  Type  I  or  Type  II  seat  belts,^ 


2  NPRM  for  FMVSS  No.  213,  70  FR  51720,  August 
31,  2005,  Docket  No.  NHTSA-2005-21245. 

2  A  Type  I  (or  Type  1)  seat  belt  is  defined  in 
FMVSS  No.  209  as  a  lap  belt  for  pelvic  restraint. 


designed  for  use  in  a  motor  vehicle  or 
aircraft  to  restrain,  seat,  or  position 
children  who  weigh  80  lb- (36  kg)  or  less, 
thus  expanding  the  applicability  of 
FMVSS  No.  213  to  CRSs  recommended 
for  children  weighing  up  to  80  lb  (36  kg) 
from  the  current  threshold  of  65  lb  (29.5 
kg).^ 

The  rulemaking  proposal  was  p'art  of 
an  on-going  agency  initiative  to  enhance 
the  safety  of  children  in  motor  vehicle 
crashes.  It  also  implemented  Section 
4(b)  of  Public  Law  107-318, 116  Stat. 
2772  (“Anton’s  Law”),  which  required 
the  initiation  of  a  rulemaking 
proceeding  for  the  adoption  of  an 
anthropomorphic  test  device  (ATD)  that 
simulates  a  10-year-old  child.  Section  4 
of  Anton’s  Law,  signed  on  December  4, 
2002,  stated  that  not  later  than  24 
months  after  the  date  of  the  enactment 
of  that  Act,  the  Secretary  shall  develop 
and  evaluate  an  ATD  that  simulates  a 
10-year-old  child  for  use  in  testing  child 
restraints  used  in  passenger  motor 
vehicles,  and  that  within  one  year 
following  such  development  and 
evaluation,  the  Secretary  shall  initiate  a 
rulemaking  proceeding  for  the  adoption 
of  an  ATD  so  developed. 

In  accordance  with  Anton’s  Law, 
NHTSA  completed  its  evaluation  of  the 
suitability  of  the  HIII-IOG  dummy  in 
September  2004.  Following  the 
evaluation,  NHTSA  issued  an  NPRM  to 
initiate  rulemaking  to  adopt 
specifications  and  performance 
requirements  for  the  test  dummy  into  49 
CFR  Part  572,  the  agency’s  regulation  for 
anthropomorphic  test  devices.^  That 
July  13,  2005  proposal  was  followed  by 
the  August  31,  2005  NPRM  on  FMVSS 
No.  213  initiating  rulemaking  to  adopt 
the  dummy  into  FMVSS  No.  213  as  a 
compliance  test  device. 

b.  January  23,  2008  SNPRM 

The  comments  on  the  August  31,  2005 
NPRM  supported  extending  the 
applicability  of  FMVSS  No.  213  to  child 
restraints  recommended  for  children  up 
to  80  lb  (36  kg),  and  supported  having 
a  10-year-old  dummy  to  test  higher 
weight-rated  child  restraints.  However, 
commenters  raised  concerns  about  the 
biofidelity  of  the  HIII-IOC  dummy, 
particularly  with  regard  to  the 
interaction  of  the  dummy’s  chin  with 
the  upper  sternal  bib  region  covering  the 
upper  portion  of  a  metal  “spine  box.” 
Commenters  said  that  the  dummy 


A  Type  II  (or  Type  2)  seat  belt  is  defined  in  FMVSS 
No.  209,  “Seat  belt  assemblies,”  as  a  combination  of 
pelvic  and  upper  torso  restraints,  which  is 
commonly  referred  to  as  a  lap/shoulder  or  three- 
point  belt. 

♦NPRM  for  49  CFR  part  572.  July  13,  2005.  70  FR 
40281;  Docket  No.  NHTSA  2004-2005-21247,  RIN 
2127-AI49. 
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exhibited  “chin-to-chest”  contacts 
resalting  in  high  HIC  scores  and  high 
HIC  variability -when  tested  multiple 
times  under  the  same  conditions. 

In  response  to  these  comments,  the 
agency  launched  a  series  of  tests  to 
investigate  the  factors  that  influenced 
chin-tO;chest  contact.  Results  revealed 
that  dummy  posture  was  the  primary 
factor  contributing  to  HIC  variation 
observed  in  testing  of  BPB  seats.  A 
consistent  posture  of  the  dummy  in 
repeated  tests  with  the  same  BPB 
revealed  significant  decreases  in  HIC 
variation.  A  more  upright  dummy 
posture  minimized  the  chin-to-chest 
contact,  which  resulted  in  more 
repeatable  and  generally  lower  HIC 
values.  In  response  to  the  comments,  the 
agency  developed  a  new  dummy 
positioning  procedure  which 
established  dummy  posture  (14  degree 
torso  angle  s)  and  a  belt  positioned  at 
specific  landmarks  of  the  dummy’s 
body. 

On  January  23,  2008  the  agency 
published  a  supplemental  notice  of 
proposed  rulemaking  (SNPRM)  ® 
proposing  the  new  dummy  positioning 
procedure  for  the  Hybrid  III  lO-year-old 
dummy  and  the  Hybrid  III  6-year-old 
dummy  (HIII-6C)  in  BPB  seats.  The 
SNPRM  supplemented  the  proposals  of 
the  August  31,  2005  NPRM  in  the 
following  manner: 

1.  The  agency  proposed  dummy 
positioning  procedures  that  establish 
dummy  posture  (torso  angle  at  14 
degrees)  and  seat  belt  positions  based  on 
specific  landmarks  of  tbe  dummy’s 
body.  It  was  proposed  that  the  dummy 
positioning  procedures  would  be  used 
when  using  the  HIII-IOC  and  the  HIII- 
6C  dummies  to  test  BPB. 

2.  In  response  to  comments  on  a 
proposal  in  the  August  31,  2005  NPRM 
regarding  which  CRSs  would  be  tested 
with  the  HIII-IOC  dummy,  NHTSA 
revised  the  earlier  proposal  which  had 
envisioned  using  tbe  HIII-IOC  to  test 
child  restraints  for  children  weighing 
over  50  lb  (22.7  kg).  The  SNPRM 
proposed  that  child  restraints 
recommended  for  children  weighing  50 
to  65  lb  (22.7  to  29.5  kg)  be  tested  with 
the  HIII-6C  dummy  for  performance, 
and  with  the  weighted  HIII-6C  dummy 
for  structural  integrity,  rather  than  with 
the  HIII-IOC.  The  HIII-IOC  dummy 
would  be  used  to  test  CRSs 


®  In  the  January  23,  2008  SNPRM,  infra,  torso 
angle  was  defined  as  the  angle  between  the  line 
joining  the  center  of  gravity  of  the  dummy’s  head 
to  its  H-point  and  a  vertical  plane  (73  FR  3901, 
3907). 

6  SNPRM  for  FMVSS  No.  213.  73  FR  3901,  Docket 
No.  NHTSA-2007-0048;  reopening  of  comment 
period,  73  FR  15963,  March  26,  2008. 


recommended  for  children  weighing 
more  than  65  lb  (29.5  kg). 

3.  The  SNPRM  proposed  to  maintain 
the  exclusion  of  belt-positioning  seats 
from  tbe  seat  back  requirement  by 
specifying  that  tbe  HIII-IOC  dummy 
would  not  be  used  to  determine  the 
applicability  of  the  head  support  surface 
requirements. 

4.  To  allow  sufficient  time  for 
manufacturers  to  incorporate  the 
SNPRM’s  seating  procedure  into  their 
certification  testing  with  the  HIII-6C 
dummy,  the  SNPRM  proposed  to 
postpone,  until  August  1,  2010,  an 
August  1,  2008  compliance  date  that 
had  been  specified  for  tbe  mandatory 
use  of  the  HIII-6C  dummy.  The 
proposal  was  to  allow  use  of  the  Hybrid 
II  6-year-old  dummy  at  the 
manufacturers’  option,  in  lieu  of  the 
HIII-6C,  until  August  1,  2010.7 

The  agency  received  comments  on  the 
January  23,  2008  SNPRM  from  the 
University  of  Michigan  Transportation 
Research  Institute  (UMTRI),  CRS 
manufacturers  (Juvenile  Products 
Manufacturers  Association,  Inc.  (JPMA), 
Dorel),  automobile  manufacturers 
(Chrysler,  the  Alliance  of  Automobile 
Manufacturers  (the  Alliance)),  and  a 
private  individual.®  All  commenters 
that  directly  addressed  the  proposed 
dummy  positioning  procedure  opposed 
it,  finding  the  procedure  to  be 
complicated,  cumbersome  and  difficult 
to  use.  Some  found  they  could  not 
position  the  dummy’s  torso  angle  in 
some  BPB  seats  as  specified  in  the 
SNPRM.  Many  commenters  believed 
that  the  dummy’s  posture  using  the 
SNPRM-proposed  method  does  not 
position  the  dummy  as  a  child  would  sit 
on  a  particular  BPB  seat,  and  so 
dynamic  tests  using  the  proposed 
positioning  procedure  would  not 
evaluate  the  true  performance  of  BPB 
seat  designs. 

UMTRI  espoused  the  strengths  of  the 
dummy  positioning  procedure  it 
developed  and  urged  NHTSA  to  adopt 
those  procedures.®  UMTRI  stated  that 
tests  conducted  at  its  facility  show  that 
children  sit  with  a  wide  range  of  torso 
angles  that  depend  on  the  BPB  seat 
characteristics.  UMTRI  stated:  “We 
recommend  a  seating  procedure  that 


^  This  proposal  was  subsequently  adopted  by  a 
final  rule  published  August  5,  2008  (73  FR  45355, 
Docket  No.  2008-0137). 

®  The  private  individual  worked  for  a  baby 
product  retailer  and  was  in  favor  of  using  the 
Hybrid  ID  10-year-old  child  test  dummy  for  testing 
cliild  restraints  rated  for  children  weighing  60 
pounds  and  greater. 

®  The  SNPRM  referred  briefly  to  the  UMTRI 
seating  procedure.  NHTSA ’s  view,  which  was 
disputed  by  some  commenters,  was  that  the  UMTRI 
procedure  was  similar  to  the  procedure  proposed  by 
the  SNPRM.  73  FR  at  3907. 


allows  the  ATD  to  sit  against  the  back 
of  the  booster  like  a  child,  rather  than 
being  placed  in  a  single  posture 
regardless  of  the  booster  design,  a 
practice  that  can  result  in  a  gap  between 
the  ATD  and  the  back  of  the  booster.” 
Tbe  commenter  stated  that  its 
procedures  position  the  test  dummies  in 
postures  that  are  more  representative  of 
how  children  similar  in  size  to  the  ATD 
sit  in  different  BPB  seats,  and  would 
produce  more  meaningful  assessments 
of  BPB  performance.  The  commenter 
also  noted  that  its  testing  has 
demonstrated  that  the  SNPRM’s 
procedure,  which  was  developed  to 
reduce  HIC  variability,  may  in  fact 
“adversely  affect  child  safety  by  creating 
incentives  to  produce  poorer  rather  than 
better  belt  routing.”  That  is,  the 
commenter  believed  that  HIC  can  be 
lowered  by  repositioning  the  torso  belt 
further  off  of  the  dummy’s  shoulder, 
placing  it  in  a  position  that  could  result 
in  a  child  rotating  out  of  the  belt  in  a 
frontal  crash. 

The  UMTRI  procedure  results  in 
unrealistically  high  HIC  values 
measured  by  the  dummy  due  to  the 
more  slouched  positioning  of  the 
dummy.  UMTRI  suggested  that  NHTSA 
suspend  use  of  HIC  in  the  testing  of  BPB 
seats  with  the  HlII-lOC  until  the 
biofidelity  of  the  test  dummy  is 
improved.  UMTRI  suggested  that 
instead  of  HIC,  NHTSA  should  use  other 
measures  to  assess  BPB  seat 
performance,  such  as  how  the  BPB  seat 
affects  seat  belt  placement  and  limits 
he^d  excursion  and  submarining.'*® 

JPMA  stated  that  the  CRS 
manufacturers  support  including  the 
HIII-IOC  dummy  into  FMVSS  No.  213 
but  do  not  support  the  implementation 
of  the  proposed  dummy  positioning 
procedure.  JPMA  suggested  that  the 
procedure  appears  to  be  compensating 
for  “a  dummy  design  issue”  and  results 
in  tbe  dummy  being  “artificially 
positioned”  in  the  BPB  seat  with  the  lap 
and  shoulder  belt  set  in  a  predetermined 
position  on  the  dummy.  JPMA 
expressed  particular  concern  about 
using  the  SNPRM-proposed  positioning 
procedure  for  testing  high  back  BPB 
seats  that  have  more  than  one  recline 
adjustment  position.  The  commenter 
stated  that  with  some  BPB  seats,  the 
shoulders  of  the  dummy  could  be 
positioned  as  much  as  two  inches 


As  used  in  the  August  5,  2008  NPRM, 
“submarining”  is  a  term  describing  the  kinematics 
occurring  when  a  child  occupant’s  pelvis  becomes 
unrestrained  by  the  lap  belt  portion  of  a  seat  belt 
assembly  and  then  slides  under  the  lap  belt  in  a 
frontal  impact.  As  a  result,  the  belt  can  enter  the 
abdominal  region  and  cause  injury  to  the 
unprotected  internal  organs  and  lumbar  spine. 
Submarining  frequently  involyes  the  child’s  knees 
sliding  forward  and  the  torso  reclining  rearward. 
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forward  of  the  seat  back  when  the  torso 
angle  is  set  to  14  degrees.  JPMA  stated 
that  since  the  use  of  the  proposed 
dummy  positioning  procedure  does  not 
represent  how  children  sit  in  BPB  seats, 
it  does  not  allow  proper  evaluation  of 
these  seats  as  intended  for  flse.  JPMA 
stated  that  the  proposed  seating 
procedure  would  increase  the  total  test 
time  and  cost,  due  to  the  repeated 
adjustments  and  measurements  and 
measuring  tools  that  are  required.  JPMA 
expressed  support  for  the  UMTRI 
seating  procedure  and  suggested  that 
NHTSA  delay  implementation  of  the 
HIC  requirement  until  such  time  that 
the  design/biofidelity  issue  with  the  . 
ATD  has  been  addressed. 

Dorel  expressed  concern  that  the 
proposed  dummy  positioning  procedure 
does  not  address  the  root  cause  of  the 
chin-to-chest  contact  and  that  the 
proposed  procedure  will  result  in 
adoption  of  the  Hill  10-year-old  and  6- 
year-old  dummies  in  spite  of  the  ATDs’ 
non-biofidelic  necks  and  torsos. 

The  concerns  outlined  above  were 
echoed  by  Chrysler  as  well,  which 
stated  that  the  SNPRM’s  positioning 
procedure  creates  an  artificial 
unrealistic  testing  condition  for  the 
dummy  that  is  not  representative  of  a 
real  world  10-year-old  child.  Chrysler 
stated  that  this  artificial  position  seems 
to  have  been  created  in  order  to  reduce 
the  potential  for  submarining  and  chin- 
to-chest  contact;  the  commenter 
believed  that  it  would  be  better  to 
correct  the  design  of  the  dummy  rather 
than  establish  unnatural  seating 
positions.  Chrysler  stated  that  the  HIII- 
lOC  dummy  submarines  more 
frequently  in  FMVSS  No.  213  type  sled 
tests  than  has  been  observed  in  the  field 
for  the  8-  to  12-year-old  age  group. 
Chrysler  also  stated  there  were 
“frequently  occurring  noise  spikes  in  the 
dummy  chest  responses  (chest  and 
sternum  accelerationsj  [that]  lead  to 
uncertainty  in  the  measurements, 
obtained  from  the  dummy.” 

The  Alliance  opposed  the  SNPRM’s 
dummy  positioning  procedures  as 
overly  complex,  impracticable,  or 
otherwise  inappropriate.  The 
commenter  stated  that  setting  up  the 
dummy  torso  angle  to  14  degrees  and 
leveling  the  head  are  likely  to  require 
several  iterations  and  expensive 
measurement  tools  that  make  this 
procedure  onerous  and  unnecessarily 
burdensome.  The  commenter  noted  that 
the  HIII-6C  dummy  does  not  have  an 
adjustable  neck,  and  that  neither 
dummy  has  an  orientation  marking'  on 
the  head  to  use  when  setting  the  neck 
to  “level,”  so  it  is  impractical  to  achieve 
the  level  head  requirement  for  some 
vehicle  seats.  Further,  some  Alliance 


members  found  that  they  had  to  place 
shims  of  varying  thicknesses  behind  the 
dummy  to  achieve  a  torso  angle  of  14 
degrees,  or  had  a  gap  between  the 
dummy  and  the  seat  back.  Further,  the 
commenter  found  that  the  procedure 
specified  placing  the  shoulder  belt 
lower  on  the  dummies  than  where  the 
belt  normally  would  be  placed,  resulting 
in  sub-optimal  belt  fit.  The  Alliance 
recommended  that  NHTSA  should  limit 
the  calculation  of  HIC  to  periods  prior 
to  chin-to-chest  contact.  The  commenter 
also  suggested  that,  “until  NHTSA  and 
the  industry  can  confirm  that  the  use  of 
LATCH  anchorages  with  heavier 
children  does  not  create  an  unsafe 
situation,  the  Alliance  urges  the  agency 
to  clarify  that  it  will  not  use  the  LATCH 
anchorages  when  conducting 
compliance  tests  of  harness  equipped 
CRSs  using  the  10-year-old  dummy.” 

c.  Overview  of  Today’s  SNPRM 

Based  on  an  analysis  of  the  comments 
to  the  January  23,  2008  SNPRM  and 
other  information,  including  the  results 
of  additional  testing  by  NHTSA  of  BPB 
seats  using  the  UMTRI  positioning 
procedure,  NHTSA  is  issuing  this 
SNPRM  that  supplements  the  August 
31,  2005  NPRM  and  the  January  31, 

2008  SNPRM,  with  the  following 
proposals. ^2  Today’s  SNPRM  adds  to  or 
supplements  the  previous  documents  by 
proposing  to: 

1.  Adopt  a  procedure  for  positioning 
the  HIII-IOC  dummy  in  BPB  seats  based 
on  the  procedure  developed  by  UMTRI, 
instead  of  the  procedure  described  in 
the  January  23,  2008  SNPRM.  The 
procedure  includes  specifications  for 
positioning  the  BPB  seat  on  the  standard 
seat  assembly. 

2.  Suspend  the  HIC  criterion  for  the 
HIII-IOC  dummy  in  all  child  restraints, 
including  BPB  seats,  until  problems 
with  the  dummy  that  have  resulted  in 


’’  LATCH  refers  to  Lower  Anchors  and  Tethers 
for  Children,  a  term  that  was  developed  by  industry 
to-refer  to  the  child  restraint  anchorage  system 
required  to  be  installed  in  vehicles  by  FMVSS  No. 
22a  FMVSS  No.  213  requires  harness-equipped 
conventional  child  safety  seats  to  be  able  to  be 
installed  in  a  vehicle  by  both  a  vehicle’s  LATCH 
system,  and  the  vehicle’s  seat  belt.  (Footnote 
added.) 

Proposals  made’ in  the  2005  NPRM  emd  the 
2008  SNPRM  that  are  not  discussed  in  today’s 
SNPRM  are  still  being  considered  by  NHTSA. 
Today’s  proposed  regulatory  text  mainly  reflects  the 
proposals  discussed  in  today’s  SNPRM  and  does 
not  reflect  all  of  the  earlier  proposed  amendments 
to  FMVSS  No.  213,  even  though  those  proposals  are 
still  part  of  this  proposed  rulemaking.  It  is  not 
necessary  for  a  commenter  to  resubmit  views  on 
proposals  made  in  the  2005  NPRM  and  the  2008 
SNPRM  that  the  commenter  has  expressed  in 
previous  comments  on  the  earlier  NPRMs.  The 
agency  will  respond  to  all  relevant  comments  in  a 
final  rule  or  other  document  following  on  today’s 
document. 


unacceptable  chin-to-chest  contact  in 
FMVSS  No.  213  testing  have  been 
resolved. 

3.  Specify  that  a  child  restraint  system 
recommended  for  children  weighing 
over  65  lb  (29.5  kg)  will  not  be  subject 
to  testing  with  the  HIIl-lOC  when 
attached  to  the  standard  seat  assembly 
using  the  LATCH  system.  These  CRSs 
would  be  tested  with  the  HIII-IOC  while 
attached  to  the  standard  seat  assembly 
with  the  seat  belt  system.  To  reduce  the 
likelihood  that  a  consumer  may 
mistakenly  use  this  type  of  CRS  with 
LATCH,  this  SNPRM  proposes  to 
require  harness-equipped  CRSs 
recommended  for  children  of  a  weight 
range  that  includes  children  weighing 
over  65  lb  (29.5  kg),  to  be  labeled  vvith 
an  instruction  to  the  consumer  not  to 
use  the  vehicle  LATCH  system  with  a 
child  weighing  more  than  65  lb  (29.5 
kg)- 

4.  Reinstate  a  provision  that  expired 
on  August  1,  2010  that  permitted 
NHTSA  to  use,  at  the  manufacturer’s 
option,  the  Hybrid  II  6-year  old  (H2-6C) 
dummy  or  the  HIII-6C  dummy  for 
testing  child  restraints  and  BPB  seats. 
This  SNPRM  also  proposes  using  the 
UMTRI  procedure  to  position  the  HIII- 
6C  dummy  in  BPB  seats. 

II.  UMTRI  Positioning  Procedure  for 
the  HIII-IOC 

We  propose  adopting  a  procedure  that 
is  based  on  UMTRI’s  positioning 
procedure  for  positioning  the  HIII-IOC 
dummy  in  BPB  seats.  UMTRI  describes 
the  procedure  in  its  May  12,  2008  • 
comment  to  the  docket  for  the  January 
23,  2008  SNPRM.13  We  propose 
adopting  the  procedure  as  we  have  set 
forth  in  the  proposed  regulatory  text  of 
this  SNPRM.^’*  NHTSA  is  proposing  to 
adopt  the  UMTRI-based  procedure 
because  the  agency  has  found  it  simple 
to  use,  and  because  the  procedure 
results  in  a  positioning  of  the  ATD  that 
is  substantially  more  representative  of 
how  a  child  would  be  positioned  in  a 
BPB  seat  than  the  procedure  of  the 
January  23,  2008  SNPRM.  (As  noted 


’3  Docket  No.  NHTSA-2007-0048-0010. 

’■*  There  are  a  few  aspects  of  the  UMTRI 
procedure  that  we  have  modified  or  that  we  do  not 
propose  to  include.  For  example,  we  eliminated  the 
“hip  offset”  tool  and  all  the  steps  involving  the  tool. 
(See  UMTRI  May  12,  2008  comment,  p.  7.)  The 
measurements  done  with  the  tool  are  unnecessary 
for  our  purposes,  so  we  eliminated  its  use  from  our 
procedure.  We  followed  the  instruction  on  how  *0 
apply  the  belt,  but  we  eliminated  any  steps  that 
involved  “helt  fit”  measures  as  we  are  not  including 
this  in  our  procedure.  VVe  do  not  specify  performing 
three  static  installations  of  the  ATD  and  that  the 
mean  posture  and  belt  locations  obtained  in  these 
installations  would  be  the  “design”  targets  when 
positioning  the  ATD  for  the  sled  test.  (UMTRI 
comment,  p.  6.)  We  found  the  three  static 
installations  to  be  unnecessary. 
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below  in  this  preamble,  the  UMTRI 
procedure  is  very  similar  to  the 
procedure  NHTSA  currently  uses  to 
position  ATDs  in  child  restraints  for  the 
FMVSS  No.  213  compliance  tests.)  With 
the  UMTRI  procedure,  no  gaps  result 
between  the  ATD’s  back  and  the  back  of 
the  BPB  seat.  Moreover,  in  our 
evaluation,  we  have  tentatively 
determined  that  the  HIII-IOC  dummy 
positioned  according  to  the  UMTRI 
procedure  would  yield  repeatable  ATD 
readings  for  determining  compliance 
with  FMVSS  No.  213’s  requirements.'®  - 
Generally  described,  the  UMTRI 
procedure  first  involves  centering  the 
BPB  seat  on  the  seating  position  of  the 
test  bench  seat.  A  30  lb  (133  Newton 
(N))  force  is  then  applied  to  push  the 
BPB  seat  rearward  into  the  test  bench 
seat.  The  dummy  is  prepared  with  a  lap 
form  and  a  pelvis  positioning  pad  before 
being  positioned  on  the  BPB  seat.  The 


lap  form  is  placed  on  the  ATD’s  lap  to 
keep  the  lap  belt  from  intruding  into  a 
gap  that  the  Hybrid-Ill  ATDs  have 
between  the  pelvis  flesh  and  thigh  flesh. 
The  pelvis  positioning  pad,  placed 
behind  the  dummy,  is  used  to  help 
position  the  dummy  with  a  slight 
slouch,  which  allows  the  dummy  to 
adopt  a  posture  similar  to  a  child  seated 
in  a  relaxed  position.  The  dummy  is 
positioned  and  centered  on  the  BPB  seat 
and  is  pushed  rearward  by  applying  a 
40  lb  (177  N)  force  on  the  dummy’s 
lower  pelvis  and  the  thorax.  The 
dummy’s  knees  are  placed  pelvis  width 
apart.  "These  steps  help  the  dummy 
achieve  a  “natural”  seating  position  on 
the  BPB  seat. 

To  restrain  the  dummy,  the  three- 
point  (lap/shoulder)  belt  is  pulled  out  of 
the  shoulder  belt  attachment  or 
retractor.  The  shoulder  belt  and  the  lap 
belt  are  routed  through  any  guides,  if 


available,  according  to  the  CRS 
manufacturer’s  instructions.  The  slack 
of  the  belt  is  removed  by  feeding  the 
excess  webbing  into  the  shoulder  belt 
attachment  or  retractor.  The  lap  and 
shoulder  belt  sections  are  tightened  to 
2-4  lb  (9-18  N)  of  tension.  The  lap  belt 
tension  is  lower  than  the  one  currently 
specified  in  the  FMVSS  No.  213  test 
(12-15  lb)  (53-67  N);  however, 
according  to  UMTRI’s  comment,  a  2-4 
lb  (9-18  N)  tension  is  representative  of 
a  tension  applied  by  a  child  in  the  real 
world.  Agcordingly,  we  are  proposing  a 
lap  belt  tension  of  2-4  lb  (9-18  N). 

To  provide  readers  an  idea  of  the 
differences  between  the  January  23, 
2008  SNPRM  and  the  UMTRI-based 
procedures  proposed  today.  Table  1 
below  highlights  the  significant 
differences  between  the  two  procedures. 


Table  1— Comparison  of  2008  SNPRM  and  Today’s  UMTRI-Based  Procedures 


• 

2008  SNPRM  procedure 

UMTRI-based  procedure 

BPB  Seat  Positioning  . 

Dummy  Preparation . 

Centered  and  pushed  rearward  . 

Centered  and  pushed  reanward  applying  30  lb  (133  N)  of  force. 
Install  lap  form  and  pelvis  positioning  pad. 

Dummy  Positioning . 

Centered  on  BPB  seat  and  torso  angle  at  14.5  de¬ 
grees  from  vertical. 

Centered  on  BPB  seat,  torso  aligried  with  BPB’s  back  or  vehi¬ 
cle’s  seat  back  then  pushed  rearward  by  applying  40  lb  (177 
N)  on  chest  and  pelvis. 

Belt  Routing  (Belt  Guides) 

According  to  manufacturer’s  instructions . . 

According  to  manufacturer’s  instructions. 

Lap  Bert  Tension  . 

12-15  lb  (53-67  N)  . 

2-4  lb  (9-18  N). 

Shoulder  Belt  Tension  . 

2-4  lb  (9-1 8N)  . 

2-4  lb  (9-18N). 

Shoulder  Belt-Positioning 

(1)  Outer  edge  of  belt  on  outer  edge  of  jacket,  (2) 
distance  between  bottom  of  dummy’s  chin  and 
the  center  of  the  shouldpr  belt/middle  of  the 

Shoulder  belt  positioned  through  the  shortest  path  between  the 
buckle  and  the  shoulder  belt  attachment. 

sternum  should  be  6.1  +/-  0.19  inches  (in)  (15.5 
+/-0.5  cm),  and  (3)  angle  of  the  shoulder  belt 
relative  to  horizontal  should  be  50  degrees  +/- 
10  degrees. 

Lap  Belt-Positioning . 

Top  of  belt  is  1  in  (2.54  cm)  or  more  below  the  top 
rim  of  the  pelvis  molded  skin. 

Hold  the  lap  belt  6  in  (15.24  cm)  above  the  midsagittal  tine  of 
the  durnnny  pelvis,  then  tighten  tap  belt  by  pulling  on  the 
shoulder  ^rtion  of  the  belt  towards  the  shoulder  belt  attach¬ 
ment. 

After  receiving  the  comments  on  the 
January  23,  2008  SNPRM,  NHTSA 
evaluated  the  UMTRI  positioning 
procedure  to  assess  its  potential  use  in 
FMVSS  No..  213.  The  main  objective  of 
this  evaluation  was  to  assess  the 
repeatability  of  the  UMTRI  procedure 
when  used  to  position  ATDs  in  CRSs  in 
48  kilometer  per  hour  (km/h)  (30  mile 
per  hour  (mph))  sled  tests.  We  also 
compared  the  test  results  with  those 
from  previously-conducted  tests  using 
the  SNPRM-proposed  procedure.'® 


IS  With  the  exception  of  the  HlII-lOC’s 
measurement  of  HIC.  However,  as  explained  below, 
we  are  proposing  that  HIC  would  not  be  measured 


To  assess  the  UMTRI  procedure  in 
positioning  the  HIII-IOC  dummy,  we 
tested  four  different  models  of  BPB  seats 
using  the  UMTRI  positioning  procedure 
and  the  HIII-IOC  dummy.  Each  of  the 
four  BPB  seat  designs  was  tested  three 
times.  We  also  conducted  one  test  with 
a  fifth  BPB  seat.  Results  of  this 
repeatability  assessment  are  shown 
below  in  Table  2,  below.  These  data 
show  that  the  chest  acceleration  emd 
head  and  knee  excursion  of  the  ATD 
had  good  repeatability,  with  coefficient 
of  variation  (C.V.)  values  lower  than  10 


by  the  HIII-IOC  using  the  UMTRI  procedure  in  the 
FMVSS  No.  213  test. 

’6  In  these  tests,  NHTSA  did  not  use  the  lap  form 
recommended  by  UMTRI  to  prevent  the  lap  belt 


percent.  The  only  measure  showing  a 
C.V.  higher  than  10  percent  was  HIC 
caused  by  the  chin-to-chest  contact 
interaction  present. 

Table  2  also  compares  the  average 
computed  torso  angles,  HIC,  chest 
acceleration,  head  excursion  and  knee 
excursion  of  the  HIII-IOC  dummy  for 
each  BPB  design  tested  multiple  times 
using  the  UMTRI  procedure  and  the 
SNPRM  procedure  with  14  degree  torso 
angle.  All  tests  were  performed  at  a 
speed  difrerential  of  48  km/h  (30  mph). 


from  getting  caught  between  the  pelvis  and  thigh  of 
the  dummy.  In  these  tests,  the  lap  belt  did  not  get  . 
caught  in  the  gap  between  the  pelvis  and  thigh. 
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Table  2— NHTSA  Sled  Tests  Results  for  HIII-10C 


Restraint 

Test  No. 

Seating 

proc. 

method 

Computed 
torso  angle 
(deg) 

HIC 

36 

ms 

3  ms.  Chest 
acc.  (g) 

Head  excur¬ 
sion 
(mm) 

Knee  excur¬ 
sion 
(mm) 

60 

1000 

813 

■  915 

Safety  1st  Apex  65 . 

UMTRI  . 

Avg. 

24.1 

1200 

41.4 

562 

890 

S.D. 

0.6 

112.9 

3.35 

3.6 

32.3 

C.V. 

2.59% 

9.41% 

8.09% 

0.64% 

3.63% 

SNPRM  14  deg . 

Avg. 

13.8 

802 

53.4 

620 

805 

S.D. 

0.2 

107.8 

2.30 

14.6 

13.2 

C.V. 

1.10% 

13.44% 

4.31% 

2.35% 

1.64% 

Britax  Parkway  . 

UMTRI  . 

Avg. 

20.1 

1052 

48.2 

541 

763 

S.D. 

1.4 

229,2 

2.66 

19.6 

20.5 

C.V. 

6.96% 

21 .79% 

5.51% 

3.62% 

2.69% 

SNPRM  14  deg . 

Avg. 

14.0 

467 

48.1 

602 

718 

S.D. 

0.1 

43.8 

1.03 

24.0 

14.0 

C.V. 

0.82% 

9.40% 

2.13% 

3.99% 

1.95% 

Graco  Turbo  (No  Back) ... 

UMTRI  . 

Avg. 

16.6 

885 

48.7 

491 

700 

S.D. 

1.8 

91.8 

3.91 

8.8 

21.4 

C.V. 

10.38% 

8.04% 

1.80% 

3.05% 

SNPRM  14  deg . 

Avg. 

14.1 

650 

49.6 

563 

691 

S.D. 

0.1 

45.9 

2.41 

20.3 

7.0 

C.V. 

0.71% 

7.07% 

4.86% 

3.60% 

1.02% 

Recaro  Young  Style . 

UMTRI  . 

Avg. 

20.5 

1346 

50.1 

538 

739 

S.D. 

0.6- 

60.0 

1.9 

13.1 

14.8 

C.V. 

2.99% 

4.45% 

3.83% 

2.44% 

2.00% 

SNPRM  14  deg . 

Avg. 

14.1 

760 

49.6 

673 

766 

S.D. 

0.2 

79.0 

2.94 

49.0 

10.2 

C.V. 

1.08% 

10.39% 

5.92% 

7.28% 

1.33% 

Results  from  tests  using  SNPRM  procedure  reported  in  Stammen,  J.,  Sullivan,  L.  “Development  of  a  Hybrid' III  6  Yr.  Old  and  10  Yr.  Old 
Dummy  Seating  Procedure  for  Booster  Seat  Testing,”  January  2008,  Docket  NHTSA  2007-0048. 


Not  surprisingly,  the  test  results 
showed  that  the  January  23,  2008 
SNPRM  positioning  procedure 
consistently  yielded  the  lowest  HIC 
values  in  all  models  of  BPB  seats,  while  • 
the  UMTRI  procedure  yielded  the 
highest  ones.  These  results  illustrate 
how  HIC  values  were  affected — 
generally  reduced — ^by  the  dummy 
upright  posture  produced  by  the  2008 
SNPRM  procedure.  UMTRI’s  dummy 
positioning  procedure  resulted  in  the 
highest  torso  angles  (i’.e.,  a  more 
slouched  dummy)  when  compared  to 
the  2008  SNPRM  procedure  using  the 
same  BPB  seat  model,  which  resulted  in 
the  higher  HIC  values. 

As  noted  above,  the  UMTRI  procedure 
specifies  that  the  dummy  is  prepared 
with  a  lap  form  and  a  pelvis  positioning 
pad  before  being  positioned  on  the  BPB 
seat.  In  our  tests,  NHTSA  did  not  use 
the  lap  form  recommended  by  UMTRI  to 
prevent  the  lap  belt  from  getting  caught 
between  the  pelvis  and  thigh  of  the 
dummy.  In  none  of  our  tests  did  the  lap 
belt  get  caught  in  the  gap  between  the 
pelvis  and  thigh.  However,  we 
tentatively  conclude  that  the  lap  form 
should  be  specified  for  use  in  the 
FMVSS  No.  213  compliance  test  to 
avoid  the  possibility  that  the  lap  belt 
could  get  caught  in  the  thigh/pelvis  gap. 
Thus,  in  the  regulatory  text  proposed  by 


today’s  SNPRM,  we  specify  use  of  the 
lap  form  and  pelvis  positioning  pad. 

We  describe  the  lap  form  and  pelvis 
positioning  pad  in  the  proposed 
regulatory  text  as  follows.  “Lap  form”  is 
described  as  a  piece  of  translucent 
silicone  rubber  3  millimeter  (mm)  thick . 
(50A  Durometer)  cut  to  a  certain  pattern 
that  would  be  specified  in  a  new  figure 
(proposed  Figure  13)  added  to  FMVSS 
No.  213.  “Pelvis  positioning  pad”  is 
described  as:  a  125  x  95  x  20  mm  piece 
of  foam  or  rubber  with  a  compression 
resistance  between  13  to  17  pounds  per 
square  inch  (psi)  in  a  compression- 
deflection  test  specified  in  ASTM  D- 
1056-07,  a  maximum  compression  set 
of  25  percent  after  a  24  hour  recovery 
time  in  a  compression  set  test  for  a  Type 
2 — Grade  4  material  specified  in  ASTM 
D-1056-07.,  and  with  a  density  of  9.5  to 
12.5  lb/ft3.i»  The  pelvis  positioning  pad 
used  during  NHTSA’s  testing  was  made 
from  Ensolite  IE4  foam  (Armacell  Inc.). 
NHTSA  seeks  to  avoid  material-  or 
manufacturer-specific  references  in  the 
regulatory  text.  Comments  are  requested 
on  these  specifications. 

Comments  are  requested  on  the 
proposed  dummy  positioning 
procedure.  The  proposed  positioning 


’“American  Society  of  Testing  and  Materials 
(ASTM)  Dl056-p7,  Standard  Specification  for 
Flexible  Cellular  Materials — Sponge  or  Expanded 
Rubber,  http://www.astm.org/Standards/ 
Dl056.htm. 


procedure  would  apply  when  the  HIII- 
lOC  dummy  is  used  to  test  BPB  seats 
and  not  when  the  dummy  is  used  to  test 
child  restraints  other  than  BPB  seats 
(“non-booster  seats”). NHTSA 
tentatively  concludes  that  the  procedure 
is  not  needed  to  test  non-booster  seats 
because  those  child  restraints  have  an 
internal  harness  to  help  position  the 
dummy.  For  those  restraints,  there  is 
already  a  methodology  set  forth  in 
FMVSS  No.  213  and  in  the  agency’s 
Laboratory  Test  Procedures  for  the 
standard  for  positioning  test  dummies 
in  the  restraint  systems.  The 
methodology  specifies  applying  a 
certain  load  to  the  dummy’s  pelvic/ 
lower  torso  area  to  ensure  the  dummy 
is  as  far  back  in  the  restraint  as  possible, 
and  tightening  the  internal  harness  to 
specifications. 

We  tentatively  conclude  that  the 
current  FMVSS  No.  213  procedures 
reasonably  assure  that  the  ATD  is 
properly  positioned  in  the  non-booster 
seat.  We  note  also  that  this  Laboratory 
Test  Procedure  is  quite  similar  to  the 
UMTRI  procedure. 


’“There  are  only  a  few  non-booster  seats 
recommended  for  children  weighing  over  29.5  kg 
(65  lb)  (e.g.,  Britax  Regent  and  Sunshine  Kids 
Radian  80). 

http://www.nhtsa.dot.gOv/staticfiles/DOT/- 

NHTSA/VehicIe%20Safety/Test%20Procedures/ 

Associated%20FiIes/TP213-9a.pdf 
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However,  although  the  current 
positioning  procedure  and  the  UMTRI 
procedure  are  very  similar,  the  UMTRI 
procedure  includes  additional  steps 
throughout  the  procedure  that  facilitate 
more  control  of  the  BPB  seat,  dummy, 
and  belt  positioning.  The  UMTRI 
procedure  includes  a  step  to  center  the 
BPB  on  the  sled  seat  and  apply  a  30  lb 
(133  N)  force  rearward.  This  step 
ensures  the  proper  position  of  the  BPB 
on  the  test  seat.  As  previously 
mentioned,  the  UMTRI  procedure  also 
includes  a  lap  form  to  prevent  the  lap 
belt  from  being  caught  between  the  leg 
and  the  pelvis,  and  pelvis  positioning 
pad  to  allow  a  slightly  slouched  seated 
position  of  the  dummy.  The  UMTRI 
procedure  uses  a  tension  of  2-4  lb  (9- 
18  N)  in  the  lap  belt  while  the  current 
position  uses  a  12-15  lb  (53-67  N) 
tension.  The  UMTRI  procedure 
describes  how  to  install  and  tighten  the 
seat  belt,  while  the  current  position 
does  not  have  any  specific  steps  for 
doing  so.  For  these  reasons,  we  believe 
that  the  UMTRI  procedure  is  a.  more 
desirable  procedure  over  the  current 
FMVSS  No.  213  positioning  procedure 
and  should  be  used  to  position  the  HIII- 
lOC  on  BPB  seats.  Comments  are 
requested  on  the  advantages  of  the 
UMTRI  procedure  over  the  current 
NHTSA  procedure  for  testing  BPB  seats. 

III.  HIC  and  the  Hybrid  III  10- Year-Old 
Dummy 

We  propose  suspending  the  HIC 
criterion  when  using  the  HIII-IOC  test 
dummy  to  test  BPB  seats  and  other  child 
restraints  until  we  have  resolved  the 
problems  with  the  dummy  that  have 
resulted  in  the  chin-to-chest  interaction 
that  have  caused  unrealistically  high 
HIC  values  in  FMVSS  No.  213  tests. 

In  the  January  23,  2008  SNPRM,  we 
explained  the  chin-to-chest  contact  in 
the  HIII-IOC  ATD  and  how  the  HIC 
values  were  affected  (73  FR  at  3904- 
3905): 

A(n]  (HIII-lOCl  dummy  that  is  set  up  to 
have  a  more  reclined  torso  (high  torso  angle) 
is  more  likely  to  submarine  under  the  vehicle 
belt.  The  motion  of  the  head  is  much 
different  in  a  submarining  case  than  in  a 
situation  where  the  dummy  is  welt 
restrained.  When  the  dummy  is  restrained 
effectively  (shoulder  belt  centered  on  the 
sternum,  lap  belt  on  the  pelvis),  the  head 
moves  forward  in  unison  wdth  the  upper 
torso  as  the  belt  tension  increases.  Then,  as 
the  belt  reaches  its  spooling  limit,  the  head 
rotates  in  a  wide  arc  and  late  in  the  event 
contacts  a  location  either  on  the  ribcage  or 
into  a  portion  of  the  bib  having  a  large 


The  bib  is  a  piece  of  thin  plastic  on  the  front 
of  the  dummy  that  serves  as  an  interface  between 
the  ribs  and  the  sternum  plate.  It  extends  over  each 
shoulder  and  covers  the  cavity  between  the  top  rib 


clearance  to  the  spine  box.  Since  the  ribcage 
is  compliant,  the  bib-to- spine  box  clearance 
is  high,  and  the  contact  occurs  very  late  in 
the  event,  the  resulting  head  acceleration  due 
to  chin  contact  is  low.  Thus  its  contribution 
to  the  HIC  calculation  is  minimal. 

In  contrast,  in  a  submarining  case,  the  head 
does  not  translate  forward  much  at  all 
because  the  shoulder  belt  engages  the  neck 
instead  of  restraining  the  upper  torso. 
Therefore  the  upper  torso  steadily  becomes 
more  horizontal  and  reclined  because  the 
overwhelming  majority  of  the  dummy’s  mass 
is  below  the  shoulder  belt.  The  head  is 
pulled  downward  by  the  weight  of  the 
dummy  through  the  neck,  and  the  forward 
inertia  of  the  head  mass  causes  severe 
rotation  about  the  shoulder  belt  at  the  bottom 
of  the  neck.  As  a  result,  the  head  arc  is  much 
tighter  and  chin  contact  occurs  sooner  in  the 
event,  before  a  significant  amount  of  kinetic 
energy  is  dissipated  through  the  belt.  This 
motion  causes  the  chin  to  contact  the  low- 
clearance  portion  of  the  bib  overlaying  the 
top  part  of  the  spine  box  housing  the  lower 
neck  load  cell.  The  bib  does  not  provide 
much  resistance  to  the  head’s  increased 
rotational  energy  and  the  chin  essentially 
“bottoms  out”  on  the  spine  box,  causing  a 
large  spike  in  head  acceleration  and 
increased  HIC. 

While  the  UMTRI  procedure  produces 
a  more  lifelike  positioning  of  the  test 
dummy,  such  positioning  results  in 
anomalies  in  HIC  values  measured  by 
the  dummy  due  to  the  more  slouched 
positioning  of  the  dummy.22  The 
slouched  positioning  produces  higher 
rotational  velocity  in  the  dummy’s  head 
compared  to  an  upright  dummy,  putting 
the  head/chin  in  non-representative 
contact  with  a  more  rigid  and  non¬ 
lifelike  portion  of  the  dummy  structure 
(the  upper  sternal  bib  region  covering 
the  upper  spine  box  in  the  ATD’s  chest). 
CRSs  tested  with  the  HIII-IOC  ATD  in 
the  slouched  position  are  more  likely  to 
produce  HIC  values  in  the  ATD 
indicating  an  unacceptable  jrisk  of  head 
injury,  even  though  head  injury  due  to 
chin-to-chest  impacts  are  not  occurring 
in  the  real  world. 

NHTSA  analyzed  the  National 
Automotive  Sampling  System  (NASS) 
Crashworthiness  Data  System  (CDS) 
data  files  for  the  years  1999  to  2008  to 
better  understand  real  world  injuries 


and  the  lower  neck  region  of  the  spine  box.  The 
chest  jacket  covers  the  bib. 

The  Hybrid  III-IOC  dummy  incorporates  more 
pelvic  slouch  than  other  dummies  in  the  Hybrid  III 
family.  Slouch  was  introduced  in  the  design  of  this 
dummy  because  children  not  in  booster  seats  tend 
to  slouch  to  keep  their  knees  bent  over  the  vehicle 
seat.  This  slouching  characteristic  increases  the  risk 
of  submarining  for  the  Hybrid  III  10-yeaf-old 
dummy  resulting  in  a  more  severe  chin-to-chest 
contact  (higher  HIC  values).  In  addition  to  this,  the 
neck  of  the  Hybrid  10-year-old  dummy  has  a 
segmented  neck  with  aluminum  intervertebral  disks 
which  results  in  higher  excursion  and  more  flexion 
than  the  Hybrid  111-60.  The  higher  HIC  values 
(chin-to-chest  contact)  are  more  pronounced  in  the 
HIIl-lOC  than  the  HII1-6C. 


among  children  in  different  restraint 
conditions.  The  risk  and  source  of 
injury  to  different  body  regions  was  also 
determined.  The  sampled  data  consisted 
of  children,  5-12  years  of  age,  in  rear 
seats  of  light  passenger  vehicles  that 
were  involved  in  non-rollover  frontal 
towaway  crashes.  Weighting  factors  in 
NASS/CDS  were  applied  to  the  sample 
data  to  represent  national  estimates  of 
towaway  crashes.  The  weighted  data 
consisted  of  910,308  (1940  unweighted 
sample)  children  of  which  49  percent 
were  5-7-year-olds  and  51  percent  were 
8-12-year-olds.  Among  the  5-7-year- 
olds,  69  percent  were  using  vehicle  seat 
belts,  22  percent  were  in  harness  CRS  or 
BPB,  and  9  percent  were  unrestrained. 
Among  the  8-12-year-olds,  90  percent 
were  using  the  vehicle  belts,  1  percent 
was  in  harness  CRS  or  BPB,  and  9 
percent  were  unrestrained. 

The  risk  of  AIS  2-i-  injury  for  children 
5-7  years  old  was  5.2  percent  for 
unbelted  children,  1.2  percent  for  belted 
children  and  0.9  percent  for  children  in 
CRSs.  The  AIS2-f  injury  risk  for  children 
8-12  years  old  was  8.1  percent  for 
unbelted  children  and  1.3  percent  for 
belted  children.  There  were  no  cases  of 
children  8-12  years  old  in  CRSs.  Both 
age  groups  showed  a  decrease  of  injury 
risk  when  using  restraints  (belt  or  CRS). 

The  most  common  AIS  2-i-  injuries 
among  children  restrained  (vehicle  seat 
belt  or  CRS)  in  rear  seats  were  to  the 
head  and  face  (48  percent),  followed  by 
upper  extremities  (19  percent),  torso  (17 
percent)  and  lower  extremities  (16 
percent).  The  most-common  known 
contacts  for  AIS2-I-  head  injuries  to  5-12 
year-old-children  restrained  by  vehicle 
seat  belts  or  CRS/BPB  was  the  seat  back 
(50  percent).  There  was  only  one  case  in 
this  sample  of  restrained  children  where 
an  AIS  2-t-  head  injury  occurred  due  to 
self-contact.  Further  examination  of  this 
particular  case  indicated  that  it  involved 
a  7-year-old  child  restrained  with  a 
vehicle  seat  belt.  The  child’s  head 
contacted  its  knee  resulting  in  an  AIS  2- 
severity  concussion. 

The  results  of  this  real  world  data 
analysis  indicates  that  the  injury  risk  is 
substantially  reduced  when  the  child  is 
restrained  by  vehicle  seat  belts  or  in 
child  restraints.  The  results  show  that 
most  head  injuries  in  restrained 
children  are  caused  by  contact  with  the 
seat  back.  Only  one  head  injury  case 
was  associated  with  self  contact  (head 
contact  with  knee)  but  no  cases  were 
reported  where  there  was  chin-to-chest 
contact  that  resulted  in  a  head  injury. 

Thus,  the  high  HIC  values  nieasured 
by  the  HIII-IOC  dummy  in  laboratory 
sled  tests  due  to  chin-to-chest  contact 
do  not  seem  to  be  replicating  a  real 
world  injury  mechanism.  Children  are 
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not  being  injured  by  chin-to-chest 
contact. 

To  see  if  the  HIC  values  measured  by 
the  dummy  in  the  FMVSS  No.  213 
could  be  made  more  meaningful  and 
relevant,  we  investigated  the  possibility 
of  improving  the  dummy’s  biofidelity. 

In  2008,  Ash  et  al.^^  published  results 
of  a  study  comparing  the  responses  of  a 
pediatric  cadaver  restrained  by  a  three- 
point  belt  with  that  of  a  HIII-IOC 
dummy  in  frontal  sled  tests.  The 
cadaver  sled  test  was  replicated  using 
the  HlII-lOC  dummy,  and  the 
kinematics  of  the  dummy  and  cadaver 
were  compared,  along  with  the 
accelerations  of  the  head,  shoulder  and 
lap  belt  loads  of  the  cadaver  and 
dummy.  (Due  to  anthropometric  and  - 
age-equivalent  differences  between  the 
cadaver  and  the  dummy,  geometric 
scaling  was  performed  on  the  signals 
based  on  the  seated  height  and  material 
properties.) 

The  study  showed  similarities  in  the 
shoulder  belt  and  lap  belt  forces  and 
head  excursions  of  HIII-IOC  and  the 
scaled  pediatric  cadaver.  However,  test 
data  revealed  differences  in  the 
maximum  shoulder  excursions  and 
translation  and  rotation  at  the  cervical 
and  thoracic  spine  junction.  The  head 
excursions  between  the  ATD  and  the 
scaled  cadaver  were  similar  but  there 
were  differences  in  how  the  head 
reached  its  maximum  excursion  point. 
The  Tl  vertebra  (base  of  the  neck)  of  the 
cadaver  had  greater  forward  travel  than 
that  of  the  dummy  while  the  dummy 
experienced  greater  rotation  at  the  base 
of  the  neck  than  the  cadaver.  These 
differences  in  kinematics  were 
attributed  to  the  rigid  thoracic  spine  of 
the  dummy,  along  with  extensive 
bending  at  the  cervical  and  thoracic 
spine  junction.  The  greater  neck  rotation 
at  the  base  of  the  neck  of  the  dummy 
compared  to  the  cadaver  led  to  greater 
angular  velocity  of  the  “head.  This 
greater  head  velocity,  coupled  with  the 
stiff  chin-to-chest  interaction  reported 
by  Stammen,24  resulted  in  significantly 
higher  HIC  values  for  the  dummy  than 
that  expected  based  on  field  injury  risk. 

When  we  evaluated  the  suitability  of 
the  HIII-IOC  dummy,  we  found  that  the 
individual  components  of  the  HIII-IOC 
dummy  exhibited  excellent  performance 
with  respect  to  the  Hybrid  III  Dummy 


Ash,  JH.  Sherwood,  CP,  Abdelilah,  Y,  Crandall, 
JR,  Parent,  DP,  Kallieris,  D.,  “Comparison  of 
Anthropomorphic  Test  Dummies  with  a  Pediatric 
Cadaver  Restrained  by  a  Three-point  Belt  in  Frontal 
Sled  Tests,”  Proceedings  of  the  21st  ESV 
Conference,  June  2009. 

^^Stammen,  J.,  Sullivan,  L.,  “Development  of  a 
Hybrid  III  6-Yr.-01d.and  lO-Yr.-Old  Dummy  Seating 
Procedure  for  Boo,ster  Seat  Testing,”  January  2008, 
Docket  NHTSA-2007-0048. 


Fainily  Task  Group  (Hill  DFTG) 
certification  requirements. However, 
as  explained  in  Ash  (2008),  the  rigid 
stiff  spine  of  the  dummy  and  the 
extensive  bending  at  the  cervical  and 
thoracic  spine  junction  affected  the 
kinematics  of  the  dummy,  particularly 
chin-to-chest  contact.  In  section  VIII  of 
this  preamble  to  this  SNPRM,  we 
discuss  our  plans  to  improve  the 
biofidelity  of  the  HIII-IOC  as  a  complete 
system.  We  have  tentatively  decided 
that  until  the  biofidelity  of  the  dummy 
is  improved  to  address  the  chin-to-chest 
interaction  in  the  FMVSS  No.  213 
environment,  HIC  should  not  be 
measured  by  the  HIII-IOC  dummy  in 
FMVSS  No.  213. 

Another  reason  we  propose  not  to  use 
HIC  as  a  criterion  when  using  the  HIII- 
IOC  dummy  to  test  BPB  seats  is 
UMTRI’s  information  demonstrating 
that  HIC  can  be  reduced  by  poor 
shoulder  belt  placement:2f>  UMTRI 
found  in  sled  tests  that  when  the 
shoulder  belt  slips  off  the  HIII-IOC 
dummy  shoulder,  the  chin-to-chest 
contact  did  not  occur  because  the 
dummy  rolls  out  of  the  shoulder  belt 
and  moves  forward.  As  a  result,  the  HIC 
value  was  low  but  head  excursion 
increased  as  the  dummy’s  upper  torso 
was  not  restrained  by  the  shoulder  belt. 
Although  head  excursion  increased  in 
situations  where  the  shoulder  belt 
slipped  off  the  dummy,  the  values  were 
still  substantially  within  compliance 
limits,  therefore  giving  a  “passing”  value 
to  the  BPB  seat.  These  data 
demonstrated  that  using  HIC  as  an 
injury  measure  may  encourage  poor  belt 
routing  designs  that  place  the  shoulder 
belt  more  outboard,  which  could  allow 
the  dummy  to  roll  out  of  the  belt  in  a 
sled  test. 

However,  we  continue  to  believe  that 
the  HIII-IOC  would  be  an  important  test 
instrument  to  add  to  FMVSS  No.  213  to 
assess  the  performance  of  CRSs 
recommended  for  use  by  children 
weighing  65  lb  (29.5  kg)  or  more.  The 
ways  in  which  we  would  use  the  ATD 
in  the  standard  to  assess  the 
performance  of  child  restraints  for  larger 
children  is  discussed  in  the  next  section 
below.  Incorporating  the  ATD  would 
fulfill  the  aspirations  of  Anton’s  Law  to 
develop  and  evaluate  a  test  dummy  that 
represents  a  10-year-old  child  to 


Stammen,  J.,  “Technical  Evaluation  of  the 
Hybrid  III  Ten-Year-Old  Dummy  (HIII-IOC),” 
September  2004,  Docket  NHTSA-2005-21247- 
0003. 

^•’Klinich,  K.D.,  Reed^M.P.,  Ritchie,  N.L., 
Manary,  M.A.,  Schneider,  L.W.,  Rupp,  J.D., 
“Assessing  Child  Belt  Fit,  Volume  II:  Effect  of 
Restraint  Configuration,  Booster  Seat  Designs, 
Seating  Procedure,  and  Belt  Fit  on  the  Dynamic 
Response  of  the  Hybrid  III  10  YO  ATD  in  Sled 
Tests,”  September  2008,  UMTRI-2008-49-2. 


evaluate  the  performance  of  child 
restraints  for  older  children.  Further, 
without  the  HIII-IOC,  little  if  anything 
would  be  gained  by  extending  the 
applicability  of  FMVSS  No.  213  to  CRSs 
for  children  weighing  65  lb  (29.5  kg)  or 
more,  as  the  performance  of  the  CRSs  to 
protect  larger  children  would  not  be 
dynamically  tested  with  an  ATD 
representative  of  children  weighing 
more  than  65  lb  (29.5  kg). 

We  disagree  with  a  point  Chrysler 
made  in  its  comments  to  the  2008 
SNPRM,  that  the  HIII-IOC  submarines 
more  frequently  in  FMVSS  No.  213  type 
.sled  tests  than  has  been  observed  in  the 
field  for  the  8-  to  12-year-old  age  group. 
(The  commenter  noted  that  the 
consequence  from  submarining  was 
severe  chin-to-chest  contact  which 
results  in  increased  HIC  values.)  The 
agency  reviewed  the  publications 
referenced  by  Chrysler  ^7  in  its  comment 
on  this  point  and  found  that  those  field 
observations  were  based  on  insurance 
claims  data  and  involved  crashes  of 
significantly  lower  severity  than  the 
FMVSS  No.  213  sled  test,  which 
represents  a  48  km/h  (30  mph)  frontal 
crash.  Thus,  if  is  understandable  that 
the  children  in  the  field  studies  did  not 
submarine  at  the  same  frequency  as  the 
HIII-IOC  in  the  FMVSS  No.  213  test 
environment. 

Moreover,  we  are  aware  that 
UMTRI  28  conducted  a  series  of  sled 
tests  to  investigate  the  HIII-IOC 
response  to  variations  in  shoulder  and 
lap  belt  configurations  and  found  that 
the  dummy  submarined  in  lap  belt 
configurations  that  did  not  engage  the 
child’s  pelvis  while  it  did  not 
submarine  in  belt  configurations  which 
engaged  the  pelvis  of  a  child  of  similar 
size  as  the  dummy.  Therefore,  we 
believe  that  the  HIII-IOC  dummy 
correctly  submarines  in  severe  crash 
environments  such  as  the  FMVSS  No. 
213  sled  test. 

We  are  proceeding  with  our  proposal 
to  add  specifications  for  the  HIII-IOC  to 
NHTSA’s  regulation  for 
Anthropomorphic  Test  Devices,  49  CFR 
part  572,  as  proposed  in  the  July  13, 
2005  NPRM  (RIN  2127-AJ49).  We  will 
respond  to  the  comments  submitted  to 
that  NPRM  when  we  publish  our 
rulemaking  document  following  on  that 
NPRM. 


77  Arbogast,  K  B,  et  al.,  “Predictors  of  Pediatric 
Abdominal  Injury  Risk,”  Stapp  Car  Crash  Journal, 
Vol.  48,  2004. 

7** Reed,  M.P.,  Ebert-Hamilton.  S.M.,  Klinich, 
K.D.,  Manary,  M.A.,  Rupp,  J.D.,  “Asse.ssing  Child 
Belt  Fit,  Volume  II:  Effects  of  Restraint 
Configuration,  Booster  Seat  Designs,  Seating 
Procedure,  and  Belt  Fit  on  the  Dynamic  Response 
of  the  Hybrid  III  10  YO  ATD  in  Sled  Tests,” 
September  2008,  lJMTRI-2008-49-2. 
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We  note  that  in  that  July  13,  2005 
NPRM,  we  proposed  a  head  drop 
calibration  test  (proposed  49  CFR 
572.172)  to  assess  the  response  of  the 
accelerometer  in  the  ATD’s  head  (70  FR 
at  40289,  40293).  Even  if  HIC  is  not  used 
as  a  pass-fail  criterion  in  FMVSS  No. 

213  with  the  HIII-IOC,  we  believe  that 
the  head  drop  specification  should  be 
included  in  49  CFR  572.172,  since  we 
plan  to  obtain  HIC  data  for  research 
purposes  when  using  the  HIII-IOC  in 
dynamic  tests.  Comments  are  requested 
on  this  issue. 

Other  Measures  of  Injury  Risk 

Although  tiie  HIC  criterion  would  not 
apply  to  CRSs  tested  with  the  Hill— IOC, 
we  continue  to  believe  that  head  and 
knee  excursion  and  chest  acceleration 
criteria  should  be  adopted.  We  generally 
concur  with  UMTRI’s  comment  to  the 
SNPRM  that  NHTSA  should  “use  other 
measures  [besides  HIC]  that  assess  belt 
placement,  limit  head  excursion,  and 
evaluate  the  likelihood  of  submarining 
when  assessing  booster  performance” 
when  using  the  UMTRI  procedure. 

We  believe  that  the  HUI-IOC  is 
suitable  for  measuring  head  and  knee 
excursion  and  chest  acceleration.  As 
discussed  earlier  in  this  preamble,  Ash 
et  al.,  supra,  published  results  of  a  study 
comparing  the  responses  of  a  pediatric 
cadaver  restrained  by  a  three-point  belt 
with  that  of  a  HIII-IOC  dummy  in 
frontal  sled  tests.  The  study  showed 
similarities  in  the  shoulder  belt  and  lap 
belt  forces  and  head  excursions  of  the 
Hm-lOC  and  the  scaled  pediatric 
cadaver.  While  there  were  differences  in 
the  maximum  shoulder  excursions  and 
translation  and  in  the  rotation  at  the 
cervical  and  thoracic  spine  junction 
affecting  how  the  head  reached  its 
maximum  excursion  point,  the  head 
excursions  between  the  HIII-IOC  and 
the  scaled  cadaver  were  similar. 

In  its  comment,  Chrysler  noted  noise 
spikes  associated  with  the  HIII-IOC 
dummy  chest  and  sternum  acceleration 
responses  without  chin-to-chest  contact, 
which  were  initially  observed  in  a 
Transport  Canada  research  paper.^^ 
Chrysler  also  referred  to  a  second 
paper  3°  where  28  full-scale  (56  km/h) 
(35  mph)  New  Car  Assessment  Program 
(NCAP)  tests  were  analyzed.  Chrysler 
indicated  that  occurrence  of  chest  ~ 
acceleration  noise  spikes  were  seen 


^®Tylko,  S.,  “Protection  of  Rear  Seat  Occupants 
in  Frontal  Crashes,”  The  19th  Enhanced  Safety  of 
Vehicles  (ESV)  Conference  Proceedings,  (2005), 
Paper  number:  05-258. 

“Hong,  S.,  Park,  C.K.  Morgan,  R.M.,  Kan,  C.D., 
Park,  S.,  Bae,  H.,  “A  Study  of  the  Rear  Seat 
Occupant  Safety  Using  a  lO-Year-Old  Child  Dummy 
in  the  New  Car  Assessment  Program,”  SAE  2008 
World  Congress,  2008-01-0511. 


primarily  in  the  lateral  direction,  and. 
occasionally  in  the  longitudinal  and 
vertical  directions  £md  were  observed  in 
80  percent  of  the  tests  (22  out  of  28 
tests).  In  addition,  Chrysler  stated  that  a 
third  paper  showed  that  noise  spikes 
in  the  chest  data  were  observed  in  75 
percent  of  the  30  sled  tests  NHTSA 
conducted  in  evaluating  the  HIII-IOC. 

Chrysler  hypothesized  that  a  possible 
source  of  the  acceleration  spikes  is  the 
shoulder,  since  the  shoulder  design  for 
the  HIII-IOC  dummy  is  more  complex 
and  potentially  more  susceptible  to 
mechanical  noise/metal  contacts  than  is 
seen  with  the  other  Hybrid  III  child 
dummies.  Chrysler  conducted  some 
internal  investigations  on  this  potential 
noise  issue.  Quasi-static  testing  was 
attempted  by  loosening  the  shoulder 
joint  in  order  to  allow  full  rotation  range 
of  motion.  Chrysler  stated  that  tests 
revealed  an  internal  mechanical  clicking 
noise  emanating  from  the  shoulder 
components  which  may  suggest  that  a 
potential  source  of  metal-to-metal 
contact  exists  within  the  dummy. 
Chrysler  hypothesized  that  if  this  is  the 
cause  of  the  acceleration  noise  spikes, 
then  it  is  possible  that  the  acceleration 
spike  could  be  greater  with  significant 
lateral  loading,  such  as  that  produced  by 
side  air  bags.  Chrysler  suggested  further 
dynamic  testing  to  verify  this 
hypothesis. 

Chrysler  recognized  that  in  most 
cases,  the  noise  spikes  were  removed  by 
applying  the  Society  of  Automotive 
Engineers  (SAE)  Channel  Frequency 
Class  (CFC)  180  filtering,  but  stated  that 
filtering  does  not  eliminate  this  effect 
for  all  cases.  Therefore,  Chrysler 
considers  it  necessary  to  check  for 
potential  influences  firom  these  spikes 
on  the  3  millisecond  (ms)  clip  chest 
resultant  acceleration. 

The  agency  reviewed  the  acceleration 
data  from  the  agency’s  tests  referenced 
by  Chrysler  and  found  that  the  noise 
spikes  were  removed  or  attenuated  by 
processing  the  data  using  an  SAE  CFC 
180  filter,  and  determined  that  these 
acceleration  spikes  were  of  no 
consequence  to  injury  assessment  using 
the  HIII-IOC  dummy.  Further,  since  the 
HIII-IOC  dummy  is  proposed  for  use  in 
frontal  sled  tests  where  there  is  little 
lateral  loading,  the  noise  spikes 
observed  by  Chrysler  in  lateral  chest 
accelerations  will  have  negligible  effect 
on  the  dummy  responses. 

For  the  aforementioned  reasons,  the 
agency  believes  that  the  dummy’s  chest 
instrumentation  is  coirectly  measuring 
the  acceleration  experienced  by  the 


Stammen,  J.,  “Technical  Evaluation  of  the 
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dummy,  and  the  chest  acceleration 
injury  criterion  is  not  compromised 
when  standard  filtering  techniques  are 
applied.  Therefore,  NHTSA  is  proposing 
that  the  HlII-lOC  is  suitable  for  use  in 
FMVSS  No.  213  to  measure  chest 
acceleration  and  that  no  changes  are 
needed  in  the  dummy  regarding  the 
acceleration  spikes  identified  by 
Chrysler. 

Belt  Fit 

We  are  not  proposing  belt  fit  criteria 
at  this  time.  UMTRI  developed  belt  fit 
criteria  and  target  values  and  ranges 
corresponding  to  “good”  lap  and 
shoulder  belt  fit.^^  NHTSA  conducted  a 
series  of  tests  to  evaluate  the 
repeatability  and  reproducibility  of 
UMTRI’s  positioning  procedure,  which 
also  included  measurements  taken  at 
specific  landmarks  to  evaluate  belt  fit. 
These  measurements  were  used  to 
develop  belt  fit  scores  for  the  “lap  belt 
score”  (LBS)  and  the  “shoulder  belt 
score”  (SBS).  The  results  of  these  tests 
are  discussed  in  detail  in  a 
memorandum  submitted  to  the  docket 
and  are  summarized  below. 

Briefly,  the  belt  fit  criteria  developed 
by  UMTRI  was  intended  as  an  objective 
method  for  assessing  lap  and  shoulder 
belt  fit  for  different  BPBs.  In  NHTSA’s 
evaluation  of  the  belt  fit  criteria,  we 
evaluated  four  BPBs,  taking  the  belt  fit 
measures  three  times  per  BPB.  The 
variance  and  range  in  repeated 
measurements,  especially  for  the 
shoulder  belt  fit,  was  unacceptably  high. 
In  NHTSA’s  evaluation,  the  range  of  lap 
and  shoulder  belt  fit  scores  from 
repeated  measurements  for  the  HIII-6C 
dummy  were  11.1  mm  and  11.5  mm 
(0.43  in  and  0.45  in),  respectively,  and 
the  range  for  the  HIII-IOC  dummy  were 
9.5  mm  and  7.4  mm  (0.37  in  and  0.29 
in),  respectively.  The  results  indicate 
poor  repeatability  of  belt  fit  measures. 
The  results  also  showed  inconsistencies 
in  the  LBS  and  SBS  measurements  on 
the  same  BPB  models  at  different 
laboratories.  The  results  also  suggested 
that  the  belt  positioning  procedure  can 
be  influenced  by  the  operator.  In  short, 
the  repeatability  and  reproducibility  of 
the  belt  fit  procedure  does  not  seem 
robust  enough  to  implement  in  the 
FMVSS  No.  213  at  this  time.  NHTSA 
believes  that  future  improvements  to  the 
procedure  may  improve  its 
reproducibility.  NHTSA  is  currently 
assessing  the  repeatability  and 
reproducibility  of  a  booster  seat  belt  fit 
evaluation  protocol  developed  by 


3^  Reed,  M.P.,  Ebert-Hamilton,  S.M.,  Klinich, 
K.D.,  Manary,  M.A.,  Rupp,  J.D.,  “Assessing  Child 
Belt  Fit,  Volume  I:  Effects  of  Vehicle  Seat  and  Belt 
Geometry  on  Belt  Fit  for  Children  with  and  without 
BPB  Seats,”  September  2008,  UMTRI-  2008-49-1. 
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UMTRl  and  the  Insurance  Institute  for 
Highway  Safety  (IIHS)  for  booster  seat 
belt  fit  rating. 

We  note  that  although  we  believe  that 
the  belt  fit  procedure  is  not  sufficiently 
robust  at  this  time,  we  consider  the 
UMTRl  dummy  positioning  procedure 
proposed  in  this  SNPRM  to  be  otherwise 
acceptable.  As  previously  noted,  the 
current  FMVSS  No.  213  and  the  UMTRl 
positioning  procedure  are  very  similar, 
with  the  UMTRl  procedure  including 
additional  steps  to  facilitate  control  of 
the  BPB  seat,  dummy,  and  belt 
positioning.  The  repeatability  and 
reproducibility  issues  regarding  belt  fit 
were  not  attributed  to  the  positioning 
procedure,  but  were  instead  associated 
with  differences  in  HIII-6C  child 
dummy  jackets  and  friction  issues 
between  the  belt  and  the  dummy’s  chest 
or  clothes. 

IV.  Optional  Use  of  Hybrid  II  or  Hybrid 
III  6- Year-Old  Test  Dummy 

For  child  restraints  manufactured 
before  August  1,  2010,  CRS 
manufacturers  had  the  option  to  specify 
that  NHTSA  test  their  child  restraints 
with  either  the  Hybrid  II  or  the  Hybrid 
III  6-year-old  dummy  (S7.1.3,  FMVSS 
No.  213).  Under  current  FMVSS  No.  213 
specifications,  NHTSA  must  test  child 
restraint  systems  manufactured  on  or 
after  August  1,  2010  with  the  Hybrid  III 
ATD.  This  SNPRM  proposes  to  reinstate 
the  option  of  allowing  manufacturers  to 
specify  the  use  of  either  ATD  in  the 
compliance  test,  until  such  time  FMVSS 
No.  213  is  further  amended  to  specify 
otherwise. 

The  agency  adopted  the  HIII-6C  into 
FMVSS  No.  213  in  a  final  rulers 
published  in  response  to  a  mandate  in 
the  Transportation  Recall  Enhancement, 
Accountability  and  Documentation  Act 
(the  TREAD  Act)  (November  1,  2000, 
Pub.  L.  106-414,  114  Stat.  1800)  that 
required  NHTSA  undertake  rulemaking 
on  cTiild  restraint  systems.  Section  14  of 
the  TREAD  Act  directed  NHTSA  to 
initiate  a  rulemaking  for  the  purpose  of 
improving  the  safety  of  child  restraints 
by  November  1,  2001,  and  to  complete 
it  by  issuing  a  final  rule  or  taking  other 
action  by  November  1,  2002.  Section  14 
specified  nine  elements  for 
consideration  by  NHTSA  in  improving 
child  restraint  safety,  including 
considering  whether  to  require  the  use 
of  the  HIII-6C  and  other  Hybrid  III 
ATDs  in  FMVSS  No.  213  compliance 
tests. 

Consistent  with  the  TREAD  Act, 
NHTSA  decided  in  that  rulemaking  to 
adopt  the  HIII-6C  into  FMVSS  No.  213. 


^Uune  24,  2003,  68  FR  37620,  Docket  No. 
NHTSA-2003-15351. 


NHTSA  considered  the  dummy  to  be 
“considerably  more  biofidelic”  than  its 
predecessor,  the  H2-6C  dummy,  and 
with  unsurpassed  potential  to  measure 
an  array  of  impact  responses  never 
before  measured  by  a  child  ATD,  such 
as  neck  moments  and  chest  deflections. 

However,  the  agency  acknowledged 
there  was  mixed  acceptance  by  the 
commenters  of  the  HIII-6C  dummy. 

Some  commenters  believed  that  the 
HIII-6C  exhibited  large  neck  elongation 
in  the  FMVSS  No.  213  test  environment 
resulting  in  chin-to-chest  and  head-to- 
knee  contact  and  correspondingly  high 
HICs.  In  evaluating  those  comments, 
NHTSA  carefully  analyzed  its  test  data 
of  sled  testing  conducted  with  the  HIII- 
6C,  but  found  no  data  indicating  that 
head-to-chest  or  head-to-knee  impacts 
were  an  issue  or  were  typical.  68  FR  at 
37644.  Accordingly,  the  HIII-6C  was 
adopted  into  the  standard,  with  what 
was  then  considered  to  be  sufficient 
lead  time  to  enable  manufacturers  to 
become  familiar  with  the  dummy.  As 
noted  earlier,  the  compliance  date  for 
the  mandatory  use  of  the  HIII-6C 
dummy  was  originally  August  1,  2005. 

It  had  since  been  extended  to  August  1, 

2010.34 

The  agency  has  again  closely 
examined  the  performance  of  the  HIII- 
6C  in  the  FMVSS  No.  213  environment, 
in  light  of  the  testing  NHTSA  conducted 
in  response  to  Anton’s  Law  and  the 
agency’s  current  efforts  to  develop 
dummy  positioning  procedures  for  the 
Hybrid  III  ATDs  in  FMVSS  No.  213.  We 
continue  to  believe  that  the  HIII-6C 
dummy  is  more  biofidelic  in  its 
components  than  its  predecessor  the 
H2-6C,  and  that  the  HIII-6C  also  has 
more  extensive  instrumentation  to 
measure  impact  responses  such  as 
forces,  accelerations,  moments  and 
deflections,  which  are  crucial  in 
evaluating  vehicle  occupant  protection 
systems. 3 3  Some  CRS  manufacturers 
have  found  the  HIII-6C  to  be  a 
satisfactory  test  instrument  and  are 
using  the  dummy  to  certify  the 
compliance  of  their  CRSs  to  FMVSS  No. 
213.  These  manufacturers  are 
positioning  the  ATD  and  measuring  HIC 
as  currently  required  by  FMVSS  No. 

213,  while  positioning  the  ATD  in 
accordance  with  FMVSS  No.  213 
(whose  positioning  procedure  is  similar 
to  the  UMTRl  procedure). 


•  34  73  FR  45355,  supra. 

35  FMVSS  No.  208,  “Occupant  crash  protection,” 
uses  Hybrid  III  dummies,  including  the  HIII-6C 
dummy,  in  its  compliance  tests.  The  HIII-6C  has 
been  suitable  for  FMVSS  No.  208  testing  because 
the  test  environment  for  that  standard  is  different 
than  the  FMVSS  No.  213  environment,  due  to  the 
presence  of  the  air  bag. 


While  the  HIII-6C  is  being  used  to  an 
extent  today,  NHTSA  believes  it  would 
be  prudent  to  undertake  efforts  to 
improve  the  HIII-6C  dummy  to  make  it 
more  useful  as  an  FMVSS  No.  213  test 
device  before  testing  child  restraints 
solely  with  this  ATD.  The  Hybrid  III  6- 
year-old  dummy  has  a  softer  neck  than 
the  H2-6C,  which  results  in  slightly 
greater  head  excursion  results  and  larger 
HIC  values  (chin-to-chest  contact)  than 
the  H2-6C,  This,  coupled  with  the  stiff 
thorax  of  the  HIII-6C  dummy, 
accentuates  the  HIC  values  recorded  by 
the  dummy.  Several  measures  are 
underway  to  improve  the  Hybrid  III 
dummy  (see  discussion  later  in  this 
preamble).  Until  such  time  the  HIII-6C 
is  improved,  we  believe  that  FMVSS  No. 
213  should  permit  NHTSA  to  allow 
manufacturers  the  option  of  specifying 
that  NHTSA  use  either  the  H2-6C  or  the 
HIII-6C  dummy  to  test  their  child 
restraints. 

This  proposal  seeks  to  change  little  if 
any  of  the  current  requirements  of 
FMVSS  No.  213  that  specify  testing  with 
the  HIII-6C  dummy.  When  the  HIII-6C 
is  used,  it  would  be  used  to  measure  the 
injury  criteria  and  other  performance 
measures  currently  specified  in  S5  of 
FMVSS  No.  213  for  evaluating  child 
restraint  systems  as  it  is  used  today.  As 
explained  below,  we  are  proposing 
using  the  UMTRl  positioning  procedure 
for  the  HIII-6C  in  belt-positioning  seats 
rather  than  the  procedure  proposed  by 
the  January  23,  2008  SNPI^.  We 
emphasize  that  the  UMTRl  procedure  is 
very  similar  to  the  current  FMVSS  No. 
213  procedure  used  for  the  HIII-6C.  As 
such,  the  agency  intends  to  make  no 
substantive  change  to  the  FMVSS  No. 

213  requirements  now  applicable  to 
CRSs  tested  with  the  HIII-6C. 

Because  there  is  an  August  1,  2010 
date  specified  in  S7.1.3  of  FMVSS  No. 
213  for  the  mandatory  use  of  the  HIII- 
6C,  NHTSA  is  providing  a  30-day 
comment  period  for  this  aspect  of  the 
proposal. 

V.  UMTRl  Positioning  Procedure  for  the 
HIII-6C 

We  are  proposing  to  adopt  the  UMTRl 
positioning  procedure  for  the  HIII-6C 
dummy  in  BPB  seats  rather  than  the 
procedure  proposed  by  the  January  23, 
2008  SNPRM  for  many  of  the  reasons 
explained  above  for  the  HIII-IOC 
dummy.  That  is,  the  UMTRl  procedure 
results  in  the  HIII-6C  being  positioned 
in  a  posture  that  is  substantially  more 
representative  of  how  a  child  would  be 
positioned  in  the  BPB  seat  than  the 
procedure  of  the  2008  SNPRM.  Our  test 
data,  discussed  below,  indicates  that  the. 
HIII-6C  dummy  positioned  according  to 
the  UMTRl  procedure  would  yield 
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repeatable  ATD  readings  for 
determining  compliance  with  FMV'SS 
No.  213’s  req^uirements. 

To  assess  the  UMTRI  procedure  with 
the  HII1-6C  dummy,  we  tested  two 
different  BPB  models  using  the  UMTRI 
procedure  and  the  HIII-6C  dummy. 
Each  of  the  two  BPB  seats  was  tested 
three  times.  A  third  BPB  seat  was 
evaluated  with  one  test.  The  BPBs  seats 
were  selected  so  as  to  enable 
comparison  with  previously-conducted 


tests  using  the  January  23,  2008 
SNPRM-proposed  procedure. 

Results  of  this  repeatability 
assessment  are  shown  below  in  Table  3. 
These  data  show  that  the  chest 
acceleration  and  head  and  knee 
excursions  of  the  ATD  had  good 
repeatability,  with  coefficient  of 
variation  (C.V.)  values  lower  than  10 
percent.  The  only  measure  showing  a 
C.V.  higher  than  10  percent  was  HIC 
caused  by  the  chin-to-chest  contact 


interaction.  Table  3  also  compares  the 
average  computed  torso  angles,  HIC, 
chest  acceleration,  head  excursion  and 
knee  excursion  of  the  HIII-6C  dummy 
for  each  BPB  design  tested  multiple 
times  using  the  UMTRI  procedure  and 
the  SNPRM  procedure  with  a  14  degree 
torso  angle.  All  tests  were  performed  at 
a  speed  differential  of  48  km/h  (30 
mph). 


Table  3— NHTSA  Sled  Tests  Results  for  HIII-6C  ^6 


Restraint 

Test  No. 

' 

Seating 

proc. 

method 

Computed 
torso  angle 
(deg) 

HIC  ms 

3  ms.  chest 
acc.  (g) 

Head  excur¬ 
sion 
(mm) 

Knee  excur¬ 
sion 
(mm) 

60 

813 

915 

Safety  1st  Apex  65 . 

UMTRI  . 

Avg. 

24.9 

834 

45.5 

562 

755 

S.D. 

0.9 

89.7 

1.87 

11.3 

18.4 

C.V. 

3.7% 

10.8% 

4.1% 

2.0% 

2.4% 

SNPRM  14  deg . 

Avg. 

14.6 

525 

48.1 

527 

667 

S.D. 

0.6 

65.1 

12.7 

24.0 

C.V. 

4.2% 

12.4% 

2.1% 

2.4% 

3.6% 

Britax  Parkway  . 

UMTRI  . 

Avg. 

20.6 

1144 

52.9 

501 

689 

S.D. 

2.5 

87.0 

2.87 

15.4 

8.5 

C.V. 

•12.3% 

7.6% 

5.4% 

3.1% 

1.2% 

SNPRM  14  deg . 

Avg. 

14.2 

463 

55.7 

546 

661 

S.D. 

0.3 

52.9 

2.42 

7.2 

12.9 

_ 

C.V. 

2.1% 

11.4% 

4.3% 

1-.3% 

_ 

1.9% 

As  discussed  previously,  the  UMTRI 
procedure  is  very  similar  to  the  current 
procedure  now  used  in  FMVSS  No.  213 
to  position  the  HIII-6C.  In  the  agency’s 
view,  this  SNPRM  would  make  no 
notable  change  to  any  substantive 
provision  in  the  standard  relating  to  the 
Hlll-eC  ATD.  We  believe  there  is 
insufficient  need  to  undertake  such  a 
change.  Manufacturers  now  using  the 
ATD  to  certify  compliance  with  FMVSS 
No.  213  are  measuring  and  assessing 
HIC.  They  should  continue  to  do  so 
without  change.  NHTSA  believes  that 
the  HIC  criterion  should  not  be 
suspended  for  CRSs  tested  with  the 
HIII-6C,  since  NHTSA  does  not  believe 
there  is  good  reason  to  reduce  the 
stringency  of  the  current  requirements 
of  FMVSS  No.  213  for  CRSs  tested  with 


the  HIII-6C  test  dummy.  Comments  are 
requested  on  this  issue. 

VI.  Other  Applications  of  the  UMTRI 
Procedure 

NHTSA  also  seeks  comment  on 
whether  the  UMTRI  procedure  should 
be  used  in  FMVSS  No.  213  to  position 
other  ATDs  used  in  the  standard.  Would 
having  a  single  dummy  positioning 
procedure  simplify  the  test  procedures 
and  make  the  standard  easier  to 
understand?  The  proposed  regulatory 
text  does  not  specify  that  the  UMTRI 
procedure  is  used  to  position  the  H2-6C 
dummy  in  BPB  seats.  We  have  not  used 
the  UMTRI  procedure  with  the  Hybrid 
II  dummy.  However,  we  tentatively 
believe  the  UMTRI  procedure  could  be 
■used  with  the  H2-6C  dummy,  since  the 


procedure  is  very  similar  to  the  current 
dummy  positioning  procedure  used 
with  the  H2-6C.  For  the  sake  of 
simplicity,  it  appears  advantageous  to 
use  the  same  procedure  for  all  BPB,  no  , 
matter  what  dummy  is  used. 

The  proposed  regulatory  text  specifies 
that  the  current  FMVSS  No.  213  dummy 
positioning  procedure  (set  forth  in 
Si  0.2.2)  would  be  used  for  the  H2-6C, 
the  HIII  weighted  6-year-old,  the  HIII- 
6C  in  child  restraints  other  than  BPB 
seats,  and  the  HIII-lOC  in  child 
restraints  other  than  BPB  seats.  The 
UMTRI-based  positioning  procedure  is 
set  forth  in  proposed  SlO.2.3.  For  the 
convenience  of  the  reader,  the  following 
Table  4  shows  which  positioning 
procedure  would  apply  in  tests  of  CRSs 
with  the  ATDs: 


Table  4 — Applicable  Positioning  Procedure  (Proposed) 


Position 

Dummy 

Child  restraint  tested 

dummy  in 
accordance  with: 

Hybrid  III  3-year-old  (Subpart  P*)  . 

All  child  restraints  . 

SI  0.2.2 

Hybrid  II  6-year-old  (Subpart  1)  . 

All  child  restraints  . 

SI  0.2.2 

Hybrid  III  6-year-old  (Subpart  N)  . 

Belt-positioning  seats  . 

•SI  0.2.3 

All  other  child  restraints . 

SI  0.2.2 

Hybrid  III  Weighted  6-year-old  (Subpart  S)  . 

All  child  restraints . !.... 

S10.2.2 

Hybrid  III  10-year-old  (Proposed  Subpart  T)  . 

Belt-positioning  seats  . 

S10.2.3 

Results  from  tests  using  SNPRM  procedure  of  a  Hybrid  III  6  Yr.  Old  and  10  Yr.  Old  Dummy 

reported  in  Stammen,  J.,  Sullivan,  L.,  “Development 


Seating  Procedure  for  Booster  Seat  Testing,”  January 
2008,  Docket  NHTSA-2007-0048. 
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Table  4— Applicable  Positioning  Procedure  (Proposed)— Continued 


i 

Position 

Dummy 

Child  restraint  tested 

dummy  in 
accordance  with: 

!  All  other  child  restraints . . 

S10.2.2 

*  All  subparts  in  this  table  are  to  49  CFR  part  572. 


VII.  Other  Proposals 

a.  Using  the  HIII-IOC  To  Test  a  CRS  on 
LATCH 

In  its  comment, the  Alliance 
requested  that  “NHTSA  should  make  it 
clear  that  it  will  not  use  the  LATCH 
anchorages  when  conducting 
compliance  tests  of  CRSs  using  the  10- 
year-old  dummy.”  The  commenter 
explained: 

When  NHTSA  adopted  FMVSS  No.  225, 
“Child  restraint  anchorage  systems,”  and 
made  corresponding  changes  to  FMVSS  No, 
213  to  require  CRSs  to  comply  with  that 
standard  when  tested  utilizing  Lower 
Anchorage  and  Tethers  for  Children  (LATCH) 
anchorages,  the  LATCH  systems  in  vehicles 
were  intended  for  use  by  children  up  to  48 
pounds.  No  vehicle  manufacturer 
recommends  the  use  of  LATCH  anchors  with 
children  that  even  approach  the  weight  of  the 
10-year-old  dummy.  And  although  some  CRS 
manufacturers  are  offering  harness-equipped 
CRSs  that  are  recommended  for  use  by 
children  that  weigh  up  to  65  pounds,  it  is  the 
Alliance’s  understanding  that  they  explicitly 
instruct  parents  and  caregivers  to  use  the 
vehicle  belts  rather  than  the  LATCH 
anchorages  when  using  such  a  CRS  with  a 
child  that  weighs  more  than  50  pounds. 

The  Alliance  was  concerned  that 
under  the  SNPRM’s  proposed  changes, 
the  agency  could  test,  using  LATCH 
attachments  and  an  HIII-IOC  dummy,  a 
harness-equipped  CRS  recommended 
for  use  with  children  weighing  more 
than  65  lb  (29.5  kg).  The  Alliance  stated: 

The  consequences  of  using  LATCH 
anchorages  to  restrain  harnessed  children 
who  weigh  up  to  65  pounds  is  the  subject  of 
a  study  currently  being  conducted  by  a 
Working  Group  consisting  of  members  of  the 
Alliance,  theAssociation  of  International 
Automobile  Manufacturers  (AIAM),  and  the 
Juvenile  Products  Manufacturers  Association 
(JPMA).  Unless  and  until  NHTSA  and  the 
industry  can  confirm  that  the  use  of  LATCH 
anchorages  with  heavier  children  does  not 
create  an  unsafe  situation,  the  Alliance  urges 
the  agency  to  clarify  that  it  will  not  use  the 
LATCH  anchorages  when  conducting 
compliance  tests  of  harness  equipped  CRSs 
using  the  10-year-old  dummy. 

Agency  Response:  We  agree  that  this 
point  has  merit.  In  specifying  the 
strength  requirement  of  FMVSS  No.  225 
(the  LATCH  standard),  NHTSA  based 
the  requirement  on  a  calculation  of  the 


^^Docket  No.  NHTSA-2007-0048-0008,  page  7.  r 


forces  that  the  agency  believed  the 
LATCH  system  should  reasonably  be 
required  to  withstand  in  a  crash. 38  The 
calculation  assumed  a  child  mass  of  65 
lb  (29.5  kg)  (68  FR  at  38218).  NHTSA 
also  noted  its  belief  that  LATCH  systems 
“can  best  be  optimized  by  focusing  on 
the  masses  generated  by  children  in 
child  restraints  and  not  by  adding  to  the 
burden  of  the  LATCH  system  the  goal  of 
restraining  older  passengers  as  well.”  68 
FR  at  38220.  VVe  also  confirm  that  our 
understanding  is  that  CRS 
manufacturers  generally  instruct 
consumers  to  use  the  vehicle  seat  belt 
system  rather  than  the  LATCH 
anchorages  when  using  their  harness- 
equipped  CRSs  with  a  child  weighing 
more  than  65  lb. 

Accordingly,  we  propose  specifying 
in  FMVSS  No.  213  that  a  CRS  tested 
with  the  HIII-IOC  test  dummy  would 
not  be  tested  with  the  LATCH  system. 
However,  to  reduce  the  likelihood  that 
a  consumer  may  use  this  type  of  CRS 
with  LATCH  when  restraining  a  heavier 
.  child,  this  SNPRM  proposes  to  require 
CRSs  recommended  for  children  of  a 
weight  range  that  includes  children 
weighing  over  65  lb  (29.5  kg),  to  be 
labeled  with  an  instruction  to  the 
consumer  to  use  the  vehicle’s  seat  belts 
to  attach  the  CRS,  and  not  the  LATCH 
system,  when  restraining  a  child 
weighing  more  than  65  lb  (29.5  kg). 
NHTSA  tentatively  believes  that  this 
warning  is  needed  since  the 
performance  of  the  CRS  with  LATCH 
would  not  be  assessed  under  FMVSS 
No.  213  with  the  HIII-IOC  test  dummy 
under  this  proposal.  CRS  manufacturers 
would  be  prohibited  from  stating  that 
the  CRS  can-be  used  with  LATCH  when 
restraining  children  weighing  more  than 
65  lb  (29.5  kg).  . 

While  we  acknowledge  that  a  label 
may  not  mitigate  all  misuse  situations 
due  to  caregivers  not  reading  the  CRS 
labels  and  instruction  manuals,  we 
believe  this  proposal  is  better  than 
having  the  CRS  manufacturer 
recommend  LATCH  use  for  children 
weighing  more  than  65  lb  (29.5  kg),  as 
is  currently  permitted.  However,  we  are 


Final  rule,  response  to  petitions  for 
reconsideration  of  LATCH  final  rule,  68  FR  38208, 
June  27,  2003,  Docket  NHTSA-2003-1 5438-0001. 


seeking  comment  on  this  issue. 
Specifically,  we  request  information  on: 

•  Would  the  proposed  label  be 
effective  at  preventing  misuse?  Are 
there  better  strategies? 

.  •  Is  it  feasible  to  design  CRSs  such 
that  LATCH  could  only  be  used  less 
when  using  the  CRS  with  children 
weighing  less  than  65  lb  (29.5  kg)?  - 

We  note  that  with  regard  to  CRSs 
recommended  for  children  weighing 
less  than  65  lb  (29.5  kg),  under  FMVSS 
No.  213,  such  CRSs  may  be  tested  by 
NHTSA  with  the  LATCH  system  or  with 
the  belt  system,  at  NHTSA’s  option. 
NHTSA  may  select  the  ATDs  used  to 
test  the  child  restraint  in  accordance 
with  S7  of  the  standard,  and  may  choose 
to  use  LATCH  or  the  belt  system, 
notwithstanding  any  statements  by  the 
CRS  manufacturer  as  to  the  children  for 
whom  the  CRS  is  recommended  or  how 
the  CRS  should  be  attached  to  the 
vehicle  seat.  Comments  are  requested  on 
the  label’s  reference  to  the  65  lb  (29.5 
kg)  threshold. 

b.  CRSs  Must  Re  Capable  of  Fitting  the 
ATD 

The  January  23,  2008  SNPRM 
requested  comments  on  whether' 

FMVSS  No.  213  should  expressly 
require  that  each  child  restraint  system 
must  be  capable  of  fitting  the  test 
dummy  that  is  specified  in  S7  of  the 
standard  to  evaluate  the  CRS.  NHTSA 
asked:  “For  example,  if  the  CRS  were 
recommended  for  use  by  children 
weighing  more  than  30  kg  (65  lb), 
should  the  standard  specify  that  the 
CRS  must  be  capable  of  fitting  and  being 
tested  with  the  HIII-IOC  dummy?”  73 
FR  at  3908. 

NHTSA  received  only  JPMA’s 
comment  on  this  issue. 3^  In  its 
comment,  JPMA  stated:  “CRS 
Manufacturers  agree  that  child  restraints 
should  be  designed  to  accommodate  the 
ATD  with  which  they  will  be  tested 
based  on  the  use  recommendations  with 
respect  to  seat  back  height  relative  to 
head  [center  of  gravity],  internal  width, 
and  adjustments  to  the  shoulder  belt. 
However  an  explicit  fit  test  is  not 
required  as  the  BPB  absolutely  must  be 
capable  of  accommodating  the  ATDs  set 


3B Docket  No.  NHTSA-2007-0048-0012,  page  11. 
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forth  in  S7.1.2  of  FMVSS  213.” 

(Emphasis  in  text.) 

Agency  Response:  We  have  decided 
not  to  propose  amending  FMVSS  No.« 
213  to  expressly  require  each  child 
restraint  system  be  able  to  fit  the  test 
dummy  specified  in  S7  of  the  standard 
that  is  used  by  NHTSA  to  test  the  CRS. 

As  stated  by  JPMA,  manufacturers 
conduct  dynamic  sled  tests  using  the 
appropriate  dummies  based  on  their 
weight  and  height  specifications  in 
S7.1.2  of  FMVSS  No.  213.  Therefore, 
manufacturers  are  already  ensuring  that 
the  CRSs  accommodate/fit  the 
appropriate  child  dummies,  which 
makes  the  need  for  a  fit  requirement 
unnecessary. 

c.  Housekeeping 

This  SNPRM  proposes  to  amend 
SlO.2.1  of  FMVSS  No.  213  by  removing 
reference  to  the  9-month-old  dummy  in 
that  section.  The  9-month-old  test 
dummy  is  no  longer  used  in  the 
standard’s  compliance  tests.  The  section 
would  also  be  amended  to  add  reference 
to  the  12-month-old  test  dummy  in  the 
heading  of  SlO.2.1. 

VIII.  Research  Plans 

The  agency  has  a  three-phase  research 
plan  to  improve  the  capability  of  the 
ATDs  to  assess  BPB  seats  and  other 
types  of  CRSs. 

Phase  I:  Enhancement  of  Current  HIII- 
6C  and  IOC  Dummies  (2013  timeframe) 

NHTSA  is  planning  near-term 
upgrades  to  the  HIII-6C  and  HIII-IOC 
dummies.  NHTSA  is  working  with  the 
SAE  Dummy  Abdomen  and  Pelvis 
Round  Robin  task  group  to  develop  a 
HIII-6C  dummy  retrofit  package, 
consisting  of  a  more  biofidelic 
instrumented  abdominal  insert,  a  pelvis 
with  improved  anthropometry,  and  a 
revised  chest  jacket.  The  agency 
believes  there  is  potential  for  this  type 
of  retrofit  package  to  be  implemented 
.  into  the  HIII-IOC  dummy  during  this 
timefirame  as  well.  In  addition,  NHTSA 
plans  to  implement  updates  which  may 
include  revisions  to  the  shoulder, 
thoracic  spine,  and  neck  of  the  H1II-6C 
and  HIII-IOC  dummies.  The  objective  of 
the  updates  will  be  to  improve  the 
biofidelity  of  the  kinematics  for  the 
restrained  HIII-6C  and  HIII-IOC 
dummies.  Existing  sled  test  and  injury 
information  together  with  modeling  will 
be  used  to  define  the  biofidelity/design 
requirements  of  the  planned  updates. 

Phase  II:  New  Biofidelity  Response  Data 
(2012  timeframe) 

While  Phase  I  is  directed  toward 
enhancements  of  the  ciurent  HIII-6C 
and  HIII-IOC  designs,  Phase  II 


encompasses  research  to  generate 
improved  response  data  from  the  head, 
neck,  thorax,  abdomen,  and  pelvis  for 
future  child  dummies.  A  number  of 
experimental  and  modeling  studies 
funded  by  both  NHTSA  and  non- 
NHTSA  sources  are  in  progress  at  a 
number  of  institutions  to  develop  this 
information.  These  studies  include:  (a) 
component  and  whole  body  dynamic 
experiments  to  generate  response  targets 
and  injury  criteria;  (b)  investigations  of 
static  range  of  motion,  anthropometry, 
and  mass/inertial  properties;  and  (c)  use 
of  finite  element  and  multi-body 
modeling  to  develop  biofidelity 
response  requirements  for  new 
dummies.  Some  of  the  research  will 
support  both  interim  work  to  support 
incremental  improvements  of  the  HIII- 
6C  and  HlII-lOC  dummies  (Phase  I)  and 
the  development  of  all  new  child 
dummies  (Phase  III). 

Phase  III:  Prototype  Evaluations  of  New 
Child  Dummies  (2015  timeframe) 

The  final  portion  of  this  research  plan 
includes  design,  development,  and 
evaluation  of  new  prototype  3-,  6-,  and 
10-year-old  frontal  child  dummies. 
NHTSA  plans  to  collaborate  with  SAE 
and  others  in  this  effort.  It  is  anticipated 
that  conceptual  designs  of  the  new 
prototype  dummies  could  be  initiated 
shortly  after  biomechanical  response 
data  is  available  in  the  2013-2015 
timeframe. 

IX.  Rulemaking  Analyses  and  Notices 

Executive  Order  12866  and  DOT 
Regulatory  Policies  and  Procedures 

This  rulemaking  document  was  hot 
reviewed  by  the  Office  of  Management 
and  Budget  under  E.O.  12866.  It  is  not 
considered  to  be  significant  under  E.O. 
12866  or  the  Department’s  Regulatory 
Policies  and  Procedures  (44  FR  11034; 
Februar>'  26, 1979).  The  August  31,  2005 
NPRM  provided  a  discussion  of  the 
costs  associated  with  the  proposed 
incorporation  of  the  HIII-IOC  dummy 
into  FMVSS  No.  213.  The  agency  stated 
in  the  NPRM  that  the  costs  are  largely 
attributable  to  the  expense  of  an 
instrumented  HIII-IOC  dummy.  The 
2004  price  of  an  uninstrumented  10- 
year-old  dummy  is  about  $36,550.  The 
specified  instrumentation  costs 
approximately  $59,297.  The  NPRM  and 
this  SNPRM  do  not  require 
manufacturers  to  use  any  test  dummy  in 
certifying  their  child  restraints.  Rather, 
this  rulemaking  proposes  changes  to 
how  NHTSA  would  conduct 
compliance  testing  under  FMVSS  No. 
213.  The  minimal  impacts  of  today’s 
proposal  do  not  warrant  preparation  of 
a  regulatory  evaluation. 


We  are  unable  to  quantify  the  benefits 
of  this  rulemaking.  However,  the  agency 
believes  this  rulemaking  would  enhance 
the  safety  of  child  restraint  systems  by 
facilitating  the  dynamic  assessment  of 
BPB  and  other  CRSs  for  older  children. 
The  dummy  positioning  procedures 
proposed  by  this  SNPRM  are  more 
lifelike  than  the  procedures  published 
in  the  January  23,  2008  SNPRM.  The 
result  of  this  proposed  rule  would  be  to 
provide  better  assurance  that  each  child 
restraint  fits  and  restrains  the  children 
for  whom  the  restraint  is  recommended. 

Regulatory  Flexibility  Act 

Pursuant  to  the  Regulatory  Flexibility 
Act  (5  U.S.C  601  et  seq.,  as  amended  by 
the  Small  Business  Regulatory 
Enforcement  Fairness  Act  (SBREFA)  of 
1996)  whenever  an  agency  is  required  to 
publish  a  notice  of  rulemaking  for  any 
proposed  or  final  rule,  it  must  prepare 
and  make  available  for  public  comment 
a  regulatory  flexibility  analysis  that 
describes  the  effect  of  the  rule  on  small 
entities  (i.e.,  small  businesses,  small 
organizations,  and  small  governmental 
jurisdictions),  unless  the  head  of  an 
agency  certifies  the  rule  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities.  I 
certify  that  this  proposed  rule,  if 
adopted,  would  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  The  reasons 
underlying  this  certification  are 
discussed  in  the  August  31,  2005 
NPRM.  This  SNPRM  would  not  increase 
the  testing  that  NHTSA  conducts  of 
child  restraints.  The  SNPRM  addresses 
dummy  positioning  procedures  and 
generally  would  not  have  any 
significant  impa(?t  on  the  testing 
performed  on  child  restraints. 
Manufacturers  currently  must  certify 
their  products  to  the  dynamic  test  of  • 
Standard  No.  213.  They  typically 
provide  the  basis  for  those  certifications 
by  dynamically  testing  their  products 
using  child  test  dummies.  The  effect  of 
this  SNPRM  on  most  child  restraints 
would  be  to  specify  procedures  that 
NHTSA  would  take  in  positioning  the 
Hill  6-year-old  and  HIII-IOC  dummies. 
Testing  child  restraints  using  the 
procedures  is  not  expected  to  affect  the 
pass/faii  rate  of  the  restraints 
significantly. 

National  Environmental  Policy  Act 

NHTSA  has  analyzed  this  proposed 
rule  for  the  purposes  of  the  National 
Environmental  Policy  Act  and 
determined  that  it  would  not  have  any 
significant  impact  on  the  quality  of  the 
human  environment. 
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Executive  Order  13132  (Federalism) 
NHTSA  has  examined  today’s 
proposal  pursuant  to  Executive  Order 
13132  (64  FR  43255,  August  10,  1999) 
and  concluded  that  no  additional 
consultation  with  States,  local 
governments  or  their  representatives  is 
mandated  beyond  the  rulemaking 
process.  The  agency  has  concluded  that 
the  rulemaking  vvould  not  have 
sufficient  federalism  implications  to 
warrant  consultation  with  State  and 
local  officials  or  the  preparation  of  a 
federalism  summary  impact  statement. 
The  proposed  rule  would  not  have 
“substantial  direct  effects  on  the  States, 
on  the  relationship  between  the  national 
government  and  the  States,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.” 

NHTSA  rules  can  preempt  in  two 
ways.  First,  the  National  Traffic  and 
Motor  Vehicle  Safety  Act  contains  an 
express  preemption  provision:  “When  a 
motor  vehicle  safety  standard  is  in  effect 
under  this  chapter,  a  State  or  a  political 
subdivision  of  a  State  may  prescribe  or 
continue  in  effect  a  standard  applicable 
to  the  same  aspect  of  performance  of  a 
motor  vehicle  or  motor  vehicle 
equipment  only  if  the  standard  is 
identical  to  the  standard  prescribed 
under  this  chapter.”  49  U.S.C. 

30103(b)(1).  It  is  this  statutory  command 
by  Congress  that  preempts  any  non¬ 
identical  State  legislative  and 
administrative  law  addressing  the  same 
aspect  of  performance. 

The"^  express  preemption  provision  set 
forth  above  is  subject  to  a  savings  clause 
under  which  “[c]oihpliance  with  a 
motor  vehicle  safety  standard  prescribed 
under  this  chapter  does  not  exempt  a 
person  from  liability  at  common  law.” 

49  U.S.C.  30103(e)  Pursuant  to  this 
provision.  State  commom  law  tort  causes 
of  action  against  motor  vehicle 
manufacturers  that  might  otherwi'se  be 
preempted  by  the  express  preemption 
provision  are  generally  preserved. 
However,  the  Supreme  Court  has 
recognized  the  possibility,  in  some, 
instances,  of  implied  preemption  of 
such  State  common  law  tort  causes  of 
action  by  virtue  of  NHTSA’s  rules,  even 
if  not  expressly  preempted.  This  second 
way  that  NHTSA  rules  can  preempt  is 
dependent  upon  there  being  an  actual 
conflict  between  an  FMVSS  and  the 
higher  standard  that  would  effectively 
be  imposed  on  motor  vehicle 
manufacturers  if  someone  obtained  a 
State  common  law  tort  judgment  against 
the  manufacturer,  notwithstanding  the 
manufacturer’s  compliance  with  the 
NHTSA  standard.  Because  most  NHTSA 
standards  established  by-an  FMVSS  are 


minimum  standards,  a  State  common 
law  tort  cause  of  action  that  seeks  to 
impose  a  higher  standard  on  motor 
vehicle  manufacturers  will  generally  not 
be  preempted.  However,  if  and  when 
such  a  conflict  does  exist — for  example, 
when  the  standard  at  issue  is  both  a 
minimum  and  a  maximum  standard — 
the  State  common  law  tort  cause  of 
action  is  impliedly  preempted.  See 
Geierv.  American  Honda  Motor  Co., 

529  U.S.  861  (2000).  * 

Pursuant  to  Executive  Order  13132 
and  12988,  NHTSA  has  considered 
whether  this  proposal  could  or  should 
preempt  State  common  law  causes  of 
action.  The  agency’s  ability  to  announce 
its  conclusion  regarding  the  preemptive 
effect  of  one  of  its  rules  reduces  the 
likelihood  that  preemption  will  be  an 
issue  in  any  subsequent  tort  litigation. 

To  this  end,  the  agency  has  examined 
the  nature  [e.g.,  the  language  and 
structure  of  the  regulatory  text)  and 
objectives  of  today’s  proposal  and  finds 
that  this  proposal,  like  many  NHTSA 
rules,  prescribes  only  a  minimum  safety 
standard.  As  such,  NHTSA  does  not 
intend  that  this  proposal  preempt  state 
tort  law  that  would  effectively  impose  a 
higher  standard  on  motor  vehicle 
manufacturers  than  that  established  by 
today’s  proposal.  Establishment  of  a 
higher  standard  by  means' of  State  tort 
law  would  not  conflict  with  the 
minimum  standard  proposed  here. 
Without  any  conflict,  there  could  not  be 
any  implied  preemption  of  a  State 
common  law'  tort  cause  of  action. 

We  solicit  the  comments  of  the  States 
and  other  interested  parties  on  this 
assessment  of  issues  relevant  to  E.O. 
13132. 

Civil  Justice  Reform 

With  respect  to  the  review  of  the 
promulgation  of  a  new  regulation, 
section  3(b)  of  Executive  Order  12988, 
“Civil  Justice  Reform”  (61  FR  4729, 
February  7,  1996)  requires  that 
Executive  agencies  make  every 
reasonable  effort  to  ensure  that  the 
regulation:  (1)  Clearly  specifies  the 
•  preemptive'effect;  (2)  clearly  specifies 
the  effect  on  existing  Federal  law  or 
regulation;  (3)  provides  a  clear  legal 
standard  for  affected  conduct,  while 
promoting  simplification  and  burden 
reduction;  (4)  clearly  specifies  the 
retroactive  effect,  if  any;  (5)  adequately 
defines  key  terms;  and  (6)  addresses 
other  important  issues  affecting  clarity 
and  general  draftsmanship  under  any 
guidelines  issued  by  the  Attorney 
General.  This  document  is  consistent 
with  that  requirement. 

Pursuant  to  this  Order,  NHTSA  notes 
as  follows.  The  issue  of  preemption  is 
discussed  above  in  connection  with  E.O. 


13132.  NHTSA  notes  further  that  there 
is  no  requirement  that  individuals 
submit  a  petition  for  reconsideration  or 
pursue  other  administrative  proceeding 
before  they  may  file  suit  in  court. 

Paperwork  Reduction  Act 

Under  the  Paperwork  Reduction  Act 
of  1995,  a  person  is  not  required  to 
respond  to  a  collection  of  information 
by  a  Federal  agency  unless  the 
collection  displays  a  valid  control 
number  from  the  Office  of  Management 
and  Budget  (OMB).  This  proposed  rule 
would  not  establish  any  requirements 
that  are  considered  to  be  information 
collection  requirements  as  defined  by 
the  OMB  in  5  CFR  part  1320. 

National  Technology  Transfer  and 
Advancement  Act  . 

Section  12(d)  of  the  National 
Technology  Transfer  and  Advancement 
Act  of  1995  (NTTAA),  Public  Law'  104- 
113,  section  12(d)  (15  U.S.C.  272) 
directs  NHTSA  to  use  voluntary 
consensus  standards  in  its  regulatory 
activities  unless  doing  so  would  be 
inconsistent  with  applicable  law  or 
otherwise  impractical.  Voluntary 
consensus  standards  are  technical 
standards  [e.g.,  materials  specifications, 
test  methods,  sampling  procedures,  and 
business  practices)  that  are  developed  or 
adopted  by  voluntary  consensus 
standards  bodies,  such  as  the  SAE.  The 
NTTAA  directs  NHTSA  to  provide 
Congress,  through  OMB,  explanations 
when  the  agency  decides  not  to  use 
available  and  applicable  voluntary 
consensus  standards. 

The  agency  did  not  find  any  voluntary 
consensus  standards  applicable  to  this 
proposed  rulemaking.  However,  we  note 
that  the  dummy  positioning  procedures 
proposed  by  this  SNPRM  were 
developed  by  a  research  organization  to 
use  in  testing  CRSs  and  appear  to  be 
supported  by  commenters  from  the 
child  restraint  manufacturing  industry. 

Unfunded  Mandates  Reform  Act 

Section  202  of  the  Unfunded 
Mandates  Reform  Act  of  1995  (UMR/\), 
Public  Law  104-4,  Federal  requires 
agencies  to  prepare  a  written  assessment 
of  the  costs,  benefits,  and  other  effects 
of  proposed  or  final  rules  that  include 
a  Federal  mandate  likely  to  result  in  the 
expenditure  by  State,  local,  or  tribal 
governments,  in  the  aggregate,  or  by  the 
private  sector,  of  more  than  $100 
million  annually  (adjusted  for  inflation 
with  base  year  of  1995).  (Adjusting  this 
amount  by  the  implicit  gross  domestic 
product  price  deflator  for  the  year  2000 
increases  it  to  $109  million.)  'This 
SNPRM  would  not  result  in  a  cost  of 
$109  million  or  more  to  either  State, 
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local,  or  tribal  governments,  in  the 
aggregate,  or  the  private  sector.  Thus, 
this  SNPRM  is  not  subject  to  the 
requirements  of  section  202  of  the 
UMRA. 

Plain  Language 

Executive  Order  12866  requires  each 
agency  to  write  all  rules  in  plain 
language.  Application  of  the  principles 
of  plain  language  includes  consideration 
of  the  following  questions: 

•  Have  we  organized  the  material  to 
suit  the  public’s  needs? 

•  Are  the  requirements  in  the  rule 
clearly  stated? 

•  Does  the  rule  contain  technical 
language  or  jargon  that  isn’t  clear? 

•  Would  a  different  format  (grouping 
and  order  of  sections,  use  of  headings, 
paragraphing)  make  the  rule  easier  to 
understand? 

•  Would  more  (but  shorter)  sections 
be  better? 

•  Could  we  improve  clarity  by  adding 
tables,  lists,  or  diagrams? 

•  What  else  could  we  do  to  make  the 
rule  easier  to  understand? 

If  you  have  any  responses  to  these 
questions,  please  include  them  in  your 
comments  on  this  proposal. 

Regulation  Identifier  Number 

The  Department  of  Transportation 
assigns  a  regulation  identifier  number 
(RIN)  to  each  regulatory  action  listed  in 
the  Unified  Agenda  of  Federal 
Regulations.  The  Regulatory  Information 
Service  Center  publishes  the  Unified 
Agenda  in  April  and  October  of  each 
year.  You  may  use  the  RIN  contained  in 
the  heading  at  the  beginning  of  this 
document  to  find  this  action  in  the 
Unified  Agenda. 

X.  Public  Participation 

How  do  I  prepare  and  submit 
comments? 

Your  comments  must  be  written  and 
in  English.  To  ensure  that  your 
comments  are  filed  correctly  in  the 
docket,  please  include  the  docket 
identification  number  of  this  document 
in  your  comments. 

Your  comments  must  not  be  more 
than  15  pages  long.  (49  CFR  553.21) 
NHTSA  established  this  limit  to 
encourage  you  to  write  your  primary 
comments  in  a  concise  fashion. 
However,  you  may  attach  necessary 
additional  documents  to  your 
comments.  There  is  no  limit  on  the 
length  of  the  attachments. 

Please  note  that  pursuant  to  the  Data 
Quality  Act,  in  order  for  substantive 
data  to  be  relied  upon  and  used  by  the 
agency,  it  must  meet  the  information 


quality  standards  set  forth  in  the  OMB 
and  DOT  Data  Quality  Act  guidelines. 
Accordingly,  we  encourage  you  to 
consult  the  guidelines  in  preparing  your 
comments.  OMB’s  guidelines  may  be 
accessed  at  http://www.whitehouse.gov/ 
om  b/fedreg/reprod  u  cible.html. 

How  do  I  submit  confidential  business 
information? 

If  you  wish  to  submit  any  information 
under  a  claim  of  confidentiality,  you 
should  submit  three  copies  of  your 
complete  submission,  including  the 
information  you  claim  to  be  confidential 
business  information,  to  the  Chief 
Counsel,  NHTSA,  at  the  address  given 
above  under  FOR  FURTHER  INFORMATION  ' 
CONTACT.  In  addition,  you  should 
submit  a  copy,  from  which  you  have 
deleted  the  claimed  confidential 
business  information,  to  the  docket  at 
the  address  given  above  under 
ADDRESSES.  When  you  send  a  comment 
containing  information  claimed  to  be 
confidential  business  information,  you 
should  include  a, cover  letter  setting 
forth  the  information  specified  in 
NHTSA’s  confidential  business 
information  regulation  (49  CFR  part 
512). 

Will  the  agency  consider  late 
comments? 

NHTSA  will  consider  all  comments 
received  before  the  close  of  business  on 
the  comment  closing  date  indicated 
above  under  DATES.  To  the  extent 
possible,  the  agency  will  also  consider 
comments  that  the  docket  receives  after 
that  date.  If  the  docket  receives  a 
comment  too  late  for  the  agency  to 
consider  it  in  developing  a  final  rule 
(assuming  that  one  is  issued),  the 
agency  will  consider  that  comment  as 
an  informal  suggestion  for  future 
rulemaking  action. 

How  can  1  read  the  comments  submitted 
by  other  people? 

You  may  read  the  comments  received 
by  the  docket  at  the  address  given  above 
under  ADDRESSES.  The  hours  of  the 
docket  are  indicated  above  in  the  same 
location.  You  may  also  read  the 
comments  on  the  internet. 

Please  note  that  even  after  the 
comment  closing  date,  NHTSA  will 
continue  to  file  relevant  information  in 
the  docket  as  it  becomes  available. 
Further,  some  people  may  submit  late 
comments.  Accordingly,  the  agency 
recommends  that  you  periodically 
check  the  docket  for  new  material.  You 
can  arrange  with  the  docket  to  be 
notified  when  others  file  comments  in 
the  docket.  See  http:// 


www.regulations.gov  for  more 
information. 

Anyone  is  able  to  search  the 
electronic  form  of  all  comments 
received  into  any  of  our  dockets  by  the 
name  of  the  individual  submitting  the 
comment  (or  signing  the  comment,  if 
submitted  on  behalf  of  an  association, 
business,  labor  union,  etc.).  You  may 
review  DOT’s  complete  Privacy  Act 
Statement  in  the  Federal  Register 
published  on  April  11,  2000  (Volume 
65,  Number  70;  Pages  19477-78). 

List  of  Subjects  in  49  CFR  Part  571 

Imports,  Motor  vehicle  safety.  Motor 
vehicles,  and  Tires. 

In  consideration  of  the  foregoing, 
NHTSA  proposes  to  amend  49  CFR  part 
571  as  set  forth  below. 

PART  571— FEDERAL  MOTOR  ' 
VEHICLE  SAFETY  STANDARDS 

1.  The  authority  citation  for  part  571 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  322,  30111,  30115, 
30117  and  30166;  delegation  of  authority  at 
49CF’R1.50. 

2.  Section  571.213  is  amended  by: 

a.  Adding  S5(e); 

b.  Revising  S5.3.2  (and  the  table  for 
S5.3.2); 

c.  Revising  S5.5.2(g)(l)(ii); 

d.  Adding  S5.6.1.12; 

e.  Revising  S6.1.2(a)(l)(ii), 
S6.1.2(d)(2)(i)  and  (ii),  S7.1.3,  the 
heading  and  the  introductory  text  of 
SlO.2.1; 

f.  Removing  and  reserving  S9.1(b), 
Sl0.2.1(a)  and  SlO.2. 1(b)(1); 

g.  Revising  the  first  sentence  of 
SlO.2. 1(b)(2),  the  introductory  text  of 
Sl0.2.1(c)(l)(i),  acxd  the  heading  and  the 
introductory  text  of  SlO.2.2;  and, 

h.  Adding  SlO.2.3  and  Figure  13. 

The  revisions  and  additions  read  as 

follows: 

§571.213  Standard  No.  213;  Child  restraint 
systems. 

*  *  *  .  *  * 

S5  *  *  * 

(e)  Each  child  restraint  system  tested 
with  a  part  572  subpart  T  dummy  need 
not  meet  S5. 1.2. 1(a). 
***** 

S5.3.2  Means  of  installation. 

S5.3.2.1  Except  as  provided  in 
S5.3.2.2,  each  add-on  child  restraint 
system  shall  be  capable  of  meeting  the 
requirements  of  this  standard  when 
installed  solely  by  each  of  the  means 
indicated  in  the  following  table  for  the 
particular  type  of  child  restraint  system: 
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Table  for  S5.3.2.1 


Means  of  installation 


Type  of  add-on  child  restraint  system 

Type  1 
seat  belt 
assembly 

Type  1 
seat  belt 
assembly 
plus  a  tether 
anchorage, 
if  needed 

Child 

restraint  an¬ 
chorage 
system 

Type  11 
seat  belt  as¬ 
sembly 

Seat  back 
mount 

Harnesses  labeled  per  S5.3.1  (b)(1)  through  S5.3.1  (b)(3)  and  Figure  12 
Other  harnesses  . .r. . 

X 

X 

Car  beds  . 

X 

X 

Rear-facing  restraints . ! . 

X 

Belt-positioning  seats . 

X 

All  other  child  restraints  . 

X 

X 

X 

55.3.2.2  A  child  restraint  system 
tested  with  the  part  572  subpart  T 
(Hybrid  III  10-year-old  child)  dummy  is 
excluded  from  the  requirement  in 

S5.3.2.1  to  meet  the  requirements  of  this 
standard  when  installed  by  means  of  a 
child  restraint  anchorage  system. 
***** 

55.5.2  *  *  * 

(g)(1)  *  *  * 

(ii)  “Secure  this  child  restraint  with 
the  vehicle’s  child  restraint  anchorage 
system  (LATCH  system)  (except  when 
used  with  a  child  weighing  more  than 
65  lb),  or  with  a  vehicle  belt.”  [For  car 
beds,  harnesses,  and  belt-positioning 
boosters,  the  first  part  of  the  statement 
regarding  attachment  by  the  child 
restraint  anchorage  system  is  optional. 
For  belt  positioning  boosters,  the  second 
part  of  the  statement  regarding 
attachment  by  the  vehicle  belt  does  not 
apply.]  Child  restraint  systems  equipped 
with  components  to  attach  to  a  child 
restraint  anchorage  system  and 
recommended  for  children  of  a  weight 
range  that  includes  children  weighing 
over  65  lb  (29.5  kg)  must  be  labeled  with 
the  following  statemerlt:  “Do  not  use  the 
^  child  restraint  anchorage  system 
(LATCH  system)  to  attach  this  child 
restraint  when  restraining  a  child 
weighing  more  than  65  pounds.” 

*  *  *  .  *  * 

S5.6.1.12  The  instructions  for  child 
restraint  systems  equipped  with 
components  to  attach  to  a  child  restraint 
anchorage  system  and  recommended  for 
children  of  a  weight  range  that  includes 
children  weighing  over  65  pounds  (29.5 
kg)  must  include  the  following 
statement:  “Do  not  use  the  child 
restraint  anchorage  system  (LATCH 
system)  to  attach  this  child  restraint 
when  restraining  a  child  weighing  more 
than  65  pounds.” 

***** 

S6.1.2  *  *  * 

(a)(1)  *  *  * 

(ii)  Belt-positioning  seats.  A  belt¬ 
positioning  seat  is  attached  to  either 


outboard  seating  position  of  the 
standard  seat  assembly  in  accordance  « 
with  the  manufacturer’s  instructions 
provided  with  the  system  pursuant  to 

S5.6.1  using  only  the  standard  vehicle 
lap  and  shoulder  belt  and  no  tether  (or 
any  other  supplemental  device).  Place 
the  belt-positioning  seat  dn  the  standard 
seat  assembly  such  that  the  center  plane 
of  the  belt-positioning  seat  is  parallel 
and  aligned  to  the  center  plane  of  the 
outboard  seating  positions  on  the 
standard  seat  assembly  and  the  base  of 
the  belt-positioning  seat  is  flat  on  the 
standard  seat  assembly  cushion.  Move 
the  belt-positioning  seat  rearward  on  the 
standard  seat  assembly  until  some  part 
of  the  belt-positioning  seat  touches  the 
standard  seat  assembly  back.  Keep  the 
belt-positioning  seat  and  the  seating 
position  center  plane  aligned  as  much 
as  possible.  Apply  133  N  (30  pounds)  of 
force  to  the  front  of  the  belt-positioning 
seat  rearward  into  the  standard  seat 
assembly. 

***** 

56.1.2  *  *  * 

(d)(2)  *  *  * 

(i)  The  lap  portion  of  Type  II  belt 
systems  used  restrain  the  dummy  is 
tightened  to  a  tension  of  not  less  than 

9  N  (2  pounds)  and  not  more  than  18  N 
(4  pounds). 

(ii)  The  shoulder  portion  of  Type  II 
belt  systems  used  to  restrain  the  dummy 
is  tightened  to  a  tension  of  not  less  than 
9  N  (2  pounds)  and  not  more  than  18  N 
(4  pounds). 

***** 

57.1.3  Voluntary  use  of  alternative 
dummies.  At  the  manufacturer’s  option 
(with  said  option  irrevocably  selected 
prior  to,  or  at  the  time  of,  certification 
of  the  restraint),  when  this  section 
specifies  use  of  the  49  CFR  part  572, 
subpart  N  test  dummy  (Hybrid  III  6- 
year-old  dummy),  the  test  dummy 
specified  in  49  CFR  part  572,  subpart  I 
(Hybrid  II  6-year-old  dummy)  may  be 


used  in  place  of  the  subpart  N  test 
dummy. 

***** 

510.2.1  Newborn  dummy  and  12- 
month-old  dummy.  Position  the  test 
dummy  according  to  the  instructions  for 
child  positioning  that  the  manufacturer 
provided  with  the  system  under  S5.6.1 
or  S5.6.2,  while  conforming  to  the 
following: 

***** 

(2)  When  testing  rear-facing  child 
restraint  systems,  place  the  newborn  or 
12-month-old  dummy  in  the  child 
restraint  system  so  that  the  back  of  the 
dummy  torso  contacts  the  back  support 
surface  of  the  system.  *  *  * 

(c)(l)(i)  When  testing  forward-facing 
child  restraint  systems,  extend  the  arms 
of  the  12-month-old  test  dummy  as  far 
as  possible  in  the  upward  vertical 
direction.  Extend  the  legs  of  the  12- 
month-old  test  dummy  as  far  as  possible 
in  the  forward  horizontal  direction,  with 
the  dummy  feet  perpendicular  to  the 
centerline  of  the  lower  legs.  Using  a  flat 
square  surface  with  an  area  of  2,580 
square  mm,  apply  a  force  of  178  N, 
perpendicular  to: 

***** 

510.2.2  Other  dummies  generally. 
When  using  the:  Hybrid  III  3-year-old 
(part  572,  subpart  P),  Hybrid  II  6-year- 
old  (part  572,  subpart  I),  Hybrid  III  6- 
year-old  (part  572,  subpart  N)  in  child 
restraints  other  than  belt-positioning 
seats,  the  Hybrid  III  weighted  6-year-old 
(part  572,  subpart  S),  or  the  Hybrid  III 
10-year-old  (part  572,  subpart  T)  in 
child  restraints  other  than  belt¬ 
positioning  seats,  position  the  dummy 
in  accordance  with  S5.6.1  or  S5.6.2, 
while  conforming  to  the  following: 
***** 

510.2.3  Hybrid  III  6-year-old  in  belt¬ 
positioning  seats  and  Hybrid  III  10-year- 
old  in  belt-positioning  seats.  When 
using  the  Hybrid  III  6-year-old  (part  572, 
subpart  N)  or  the  Hybrid  III  10-year-old 
(part  572,  subpart  T)  in  belt-positioning 
seats,  position  the  dummy  in 
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accordance  with  S5.6.1  or  S5.6.2,  while 
conforming  to  the  following; 

(a)  Prepare  the  dummy  with  pelvis 
positioning  pad  and  lap  form. 

(1)  Create  an  external  horizontal 
coordinate  system.  Position  the  dummy 
such  that  the  front  and  side  of  the 
lumbar  adapter,  or  the  square  piece 
above  the  lumbar  load  cell  if  used,  are 
parallel  to  the  lateral  (Y)  and 
longitudinal  (X)  axes  of  the  external 
coordinate  system. 

(2)  If  necessary,  adjust  the  limb  joints 
to  1-2  g  while  the  torso  is  in  the  seated 
position. 

(3)  Apply  double-sided  tape  to  the 
surface  of  a  lap  form,  which  is  a  piece 
of  translucent  silicone  rubber  3  mm 
thick  {50A  Durometer)  cut  to  the  pattern  , 
in  Figure  13.  Place  the  lap  form  on  the 
pelvis  of  the  dummy.  Align  the  top  of 
the  lap  form  with  the  superior  anterior 
edge  of  the  pelvis  skin.  Attach  the  lap 
form  to  the  dummy. 

(4)  Apply  double-sided  tape  to  one 
side  of  a  pelvis  positioning  pad,  which 
is  a  125  X  95  X  20  mm  piece  of  foam  or 
rubber  with  the  following  specifications: 
compression  resistance  between  13  to 
17  psi  in  a  compression-deflection  test 
specified  in  ASTM  D-1056— 07,  a 
maximum  compression  set  of  25  percent 
after  a  24  hour  recovery  time  in  a 
compression  set  test  for  a  T)rpe  2 — 

Grade  4  material  specified  in  ASTM  D- 
1056-07,  and  a  density  of  9.5  to  12.5  lb/ 
ft3.  Center  the  long  axis  of  the  pad  on 
the  posterior  of  the  pelvis  with  the  top 
edge  of  the  foam  aligned  with  the 
superior  edge  of  the  pelvis  skin.  Attach 
the  pelvis  positioning  pad  to  the 
dummy. 

(5)  Dress  and  prepare  the  dummy 
according  to  S9. 

(b)  Position  the  belt-positioning  seat 
according  to  S6.1.2  (a)(l)(ii). 

(c)  Position  the  dummy  in  the  belt¬ 
positioning  seat. 

(1)  J’lace  the  dummy  on  the  seat 
cushion  of  the  belt-positioning  seat  such 
that  the  plane  of  the  posterior  pelvis  is 
parallel  to  the  plane  of  the  seat  back  of 
the  belt-positioning  seat,  standard  seat 
assembly  or  vehicle  seat  back,  but  not 
touching.  Pick  up  and  move  the  dummy 
rearward,  maintaining  the  parallel 
planes,  until  the  pelvis  positioning  pad 


and  the  back  of  the  belt-positioning  seat 
or  test  buck  seat  back,  are  in  minimal 
contact. 

(2)  Straighten  and  align  the  arm 
segments  horizontally,  then  rotate  the 
arms  upward  at  the  shoulder  as  far  as 
possible  without  contacting  the  belt¬ 
positioning  seat.  Straighten  and  align 
the  legs  horizontally  and  extend  the 
lower  legs  as  far  as  possible  in  the 
forward  horizontal  direction,  with  the 
feet  perpendicular  to  the  centerline  of 
the  lower  legs. 

(3)  Using  a  flat  square  surface  with  an 
area  of  2580  square  millimeters,  apply  a 
force  of  178  N  (40  lb)  perpendicular  to; 

(i)  The  plane  of  the  back  of  the  belt¬ 
positioning  seat,  in  the  case  of  a  belt- 

^positioning  seat  with  a  back,  or, 

(ii)  The  plane  of  the  back  of  the 
standard  seat  assembly  or  vehicle  seat, 
in  the  case  of  a  backless  belt-positioning 
seat  or  built-in  booster. 

(iii)  Apply  the  force  first  against  the 
dummy  crotch  and  then  at  the  dummy 
thorax  on  the  midsagittal  plane  of  the 
dummy. 

(4)  Rotate  the  arms  of  the  dummy 
down  so  that  they  are  perpendicular  to 
the  torso. 

(5)  Bend  the  knees  until  the  back  of 
the  lower  legs  are  in  minimal  contact 
with  the  belt-positioning  seat,  standard 
seat  assembly  or  vehicle  seat.  Position 
the  legs  such  that  the  outer  edges  of  the 
knees  are  180  +/  -  10  mm  apart  for  the 

‘  Hybrid  III  6-year-old  dummy  and  220 
+/  -  10  mm  apart  for  the  Hybrid  III  10- 
year-old  dummy.  Position  the  feet  such 
that  the  soles  are  perpendicular  to  the 
centerline  of  the  lower  legs.  In  the  case 
of  a  belt-positioning  seat  with  a  back, 
adjust  the  dummy  so  that  the  shoulders 
are  parallel  to  a  line  connecting  the 
shoulder  guides.  This  can  be 
accomplished  by  leaning  the  torso  such 
that  the  dummy’s  head  and  neck  are 
centered  on  the  backrest  components  of 
the  belt-positioning  seat.  In  case  of  a 
backless  child  restraint,  adjust  the 
dummy’s  torso  so  that  the  head  is 
laterally  level,  or  as  close  to  level  as 
possible. 

(d)  Apply  the  belt. 

(1)  Pull  the  lap  belt  webbing  in  a 
motion  across  the  fi-ont  of  the  dummy 
and  belt-positioning  seat  to  the  area 


above  the  dummy’s  inboard  foot,  I 

located  on  the  inboard  side  of  the  belt-  I 
positioning  seat.  I 

(2)  Loosely  route  the  lap  and  shoulder  I 

belts  in  accordance  with  the 
manufacturer’s  instruction  using  the 
belt-positioning  guides  and  attachments,  | 
if  available.  I 

(3)  Adjust  the  belt  between  the  I 

inboard  and  outbocird  attachments  or  I 
lower  belt  guides,  if  available,  to  hold 

the  lap  belt  15  centimeters  (cm)  out  ■ 

fi-om  the  midsagittal  line  of  the  pelvis. 

(4)  While  holding  the  slack  portion  of 

the  lap  belt  between  the  lower  belt 
guides,  pull  the  lap  belt  forward  along 
the  midsagittal  plane  of  the  pelvis  to  a 
position  20  +/—  10  mm  above  the  top 
surface  of  the  thighs,  grasp  the  torso  ■ 

portion  of  the  belt  above  the  inboard 

belt  attachment  and  slowly  pull  upward 
in  the  direction  of  the  shoulder  belt  path 
until  the  lap  belt  has  no  slack. 

(5)  Apply  lap  belt  tension  according  * 

to  S6.1.2(d)(2)(i).  p 

(6)  Feed  the  excess  belt  into  the  '  1 

shoulder  belt  attachment  or  retractor  ^ 
and  position  the  section  of  the  shoulder 
belt  between  the  upper  attachment/, 
guide  and  the  lower  attachment/guide  ^ 

so  that  the  belt  routes  through  the 
shortest  path  between  the  two  locations.  1 

(7)  Apply  shoulder  belt  tension  ^ 

according  to  S6.1.2(d)(2)(ii). 

(e)  Dummy  final  positioning.  ^ 

(1)  Check  the  leg,  feet,  thorax  and 

head  positions  and  make  any  necessary  * 
adjustments  to  achieve  the  positions 
described  in  SlO. 2. 3(c)(5).  Position  the 
legs,  if  necessary,  so  that  the  leg  p 

placement  does  not  inhibit  thorax 
movement  in  tests  conducted  under  S6.  ■ 

(2)  Rotate  each  dummy  arm  P 

downwards  in  the  plane  parallel  to  the  s 
dummy’s  midsagittal  plane  until  the 

arm  contacts  a  siurface  of  the  child 
restraint  system  or  the  standard  seat 
assembly,  in  the  case  of  an  add-on 
system,  or  the  specific  vehicle  shell  or  i 
specific  vehicle,  in  the  case  of  a  build-  | 
in  system,  as  appropriate.  Position  the  I 
arms,  if  necessary,  so  that  the  arm  | 

placement  does  not  inhibit  torso  or  head  \ 
movement  in  tests  conducted  under  S6.  j 
*****  [ 
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This  section  of  the  FEDERAL  REGISTER 
contains  documents  other  than  rules  or 
proposed  rules  that  are  applicable  to  the 
public.  Notices  of  hearings  and  investigations, 
committee  meetings,  agency  decisions  and 
rulings,  delegations  of  authority,  filing  of 
petitions  and  applications  and  agency 
statements  of  organization  and  functions  are 
examples  of  documents  appearing  in  this 
section. 


DEPARTMENT  OF  AGRICULTURE 

Submission  for  0MB  Review; 

Comment  Request 

November  18,  2010. 

The  Department  of  Agriculture  has 
submitted  the  following  information 
collection  requirement(s)  to  OMB  for 
review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1995, 

Public  Law  104-13.  Comments 
regarding:  (a)  Whether  the  collection  of 
information  is  necessary'  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 

(b)  the  accuracy  of  the  agency’s  estimate 
of  burden  including  the  validity  of  the 
methodology  and  assumptions  used; 

(c)  ways  to  enhance  the  quality,  utility 
and  clarity  of  the  information  to  be 
collected;  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology  should  be  addressed  to:  Desk 
Officer  for  Agriculture,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget 
(OMB), 

OIRA_Submission@OMB.EOP.GOV  or 
fax  (202)  395-5806  and  to  Departmental 
Clearance  Office,  USDA,  OCIO,  Mail 
Stop  7602,  Washington,  DC  20250-  . 

7602.  Comments  regarding  these 
information  collections  are  best  assured 
of  having  their  full  effect  if  received 
within  30  days  of  this  notification. 
Copies  of  the  submission(s)  may  be 
obtained  by  calling  (202)  720-8958. 

An  agency  may  not  conduct  or 
Sponsor  a  collection  of  information 
unless  the  collection  of  information 
displays  a  currently  valid  OMB  control 
number  and  the  agency  informs 
potential  persons  who  are  to  respond  to 
the  collection  of  information  that  such 
persons  are  not  required  to  respond  to 


the  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number. 

Farm  Service  Agency 

Title:  7  CFR  761,  General  Program 
Administration. 

OMB  Control  Number:  0560-0238. 

Summary  of  Collection:  Authority  to 
establish  the  regulatory  requirements 
contained  in  7  CFR  761,  which  provides 
that  “The  Head  of  an  Executive 
department  or  military  department  may 
prescribe  regulations  for  the  government 
of  his  department,  the  distribution  and 
performance  of  its  business  *  *  *”  The 
Secretary  delegated  authority  to 
administer  the  provisions  of  the  Act 
applicable  to  the  Farm  Loan  Program 
(FLP)  to  the  Under  Secretary  for  Farm 
and  Foreign  Agricultural  Service  in 
section  2.16  of  7  CFR  part  2.  FLP 
provides  loans  to  family  farmers  to 
purchase  real  estate  equipment  and 
finance  agricultural  production.  The 
regulations  covered  by  this  information 
collection  package  describes,  the 
policies  and  procedures  the  agency  uses 
to  provide  supervised  credit  to  direct 
FLP  applicants  and  borrowers  in 
accordance  with  the  provisions  of  the 
Consolidated  Farm  and  Rural 
Development  Act  (Pub.  L.  87-128),  as 
amended. 

Need  and  Use  of  the  Information: 
Information  collections  are  submitted  by 
FLP  direct  applicants  and  borrowers  to 
the  local  FSA  office  serving  the  county 
in  which  their  business  is 
headquartered.  The  information  is 
necessary  to  provide  supervised  credit 
as  legislatively  mandated  and  is  used  by 
Agency  Officials  to:  (1)  Ensure  that 
when  loan  funds  or  insurance  proceeds 
are  used  for  construction  and 
development,  projects,  work  is 
completed  according  to  applicable  state 
and  local  requirements,  and  in  a  manner 
that  protects  the  Agency’s  financial 
interest.  (2)  Ensure  that  the  loan 
repayment  plan  is  developed  using 
realistic  data,  based  on  the  actual 
history  of  the  operation  and  any 
plarmed  improvements.  (3)  Identify 
potential  concerns  limiting  the  success 
of  the  operation  and  develop  a  loan 
assessment  outlining  the  course  of 
action  to  be  followed,  to  improve  the 
operation  so  that  commercial  credit  is 
available.  The  agency  is  mandated  to 
provide  supervised  credit;  therefore, 
failure  to  collect  the  information,  or 
collecting  it  less  frequently,  could  result 


in  the  failure  of  the  farm  operation  or 
loss  of  agency  security  property. 

Description  of  Respondents:  Business 
or  other  for-profit;  Farms. 

Number  of  Respondents:  92,947. 
Frequency  of  Responses:  Reporting: 
On  occasion;  Annually. 

Total  Burden  Hours:  248,551. 

Ruth  Brown, 

Departmental  Information  Collection 
Clearance  Officer. 

(FR  Doc.  2010-29564  Filed  11-23-10;  8:45  am) 

BILLING  CODE  3410-05-P 


DEPARTMENT  OF  AGRICULTURE 
Forest  Service 

Bend/Ft.  Rock  Ranger  District; 
Deschutes  National  Forest;  Deschutes 
County,  OR;  West  Bend  Vegetation 
Management  Project  EIS 

AGENCY:  Forest  Service,  USDA. 

ACTION:  Notice  of  Intent  To  Prepare  an 
Environmental  Impact  Statement. 

SUMMARY:  The  USDA,  Forest  Service, 
will  prepare  an  environmental  impact 
statement  (EIS)  on  a  proposed  action  to 
promote  development  of  large  tree 
structural  conditions  and  to  improve 
forest  health  and  fuel  conditions  within 
the  25,700-acre  West  Bend  planning 
area.  The  planning  area  is  located  to  the 
west  of  Bend,  Oregon,  bounded  on  the 
east  side  by  the  urban  interface  of  Bend, 
and  on  the  west  by  the  Bend  Watershed 
Roadless  Area.  The  planning  area  is 
entirely  within  public  lands  managed  by 
the  Deschutes  National  Forest,  except 
for  a  588-acres  inholding  of  privately- 
owned  land.  An  analysis  has  been 
initiated  that  takes  a  landscape 
approach  to  managing  the  vegetation  to 
meet  objectives  for  resilient  forest,  fuels 
and  fire  behavior,  wildlife  habitat,  and 
aesthetics.  Methods  that  w'ould  be  used 
to  reduce  tree  density  and  hazardous 
fuels  are:  non-commercial  and 
commercial  thinning,  mechanical  shrub 
treatment,  prescribed  burning,  arid 
invasive  plant  treatment  with  herbicide. 
The  alternatives  will  include  the 
proposed  action,  no  action,  and,  if 
necessary,  additional  alternatives  that 
respond  to  issues  generated  through  the 
scoping  process.  The  agency  will  give 
notice  of  the  full  environmental  analysis 
and  decision-making  process  so 
interested  and  affected  public  may 
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participate  and  contribute  to  the  final 
decision. 

dates:  Comments  concerning  the  scope 
of  the  analysis  must  be  received  by  30 
days  following  the  date  that  this  notice 
appears  in  the  Federal  Register. 
ADDRESSES:  Send  written  comments  to 
Shane  Jeffries,  District  Ranger,  Bend- 
Fort  Rock  Ranger  District,  Red  Oaks 
Square,  1230  NE.  Third  Street,  Suite  A- 
262,  Bend,  Oregon  97701. 

FOR  FURTHER  INFORMATION  CONTACT:  Beth 
Peer,  Environmental  Coordinator,  Bend- 
Fort  Rock  Ranger  District,  Red  Oaks 
Square,  1230  NE.  Third  Street,  Suite  A- 
262,  Bend,  Oregon  97701,  phone  (541) 
383-4769. 

Responsible  Official:  The  responsible 
official  is  John  Allen,  Forest  Supervisor, 
Deschutes  National  Forest,  1001  SW. 
Emkay  Dr.,  Bend,  OR  977,01. 
SUPPLEMENTARY  INFORMATION: 

Background.  Forested  vegetation 
within  the  West  Bend  project  area  is 
outside  of  the  Historic  Range  of 
Variability  (HRV)  because  industrial 
logging  and  wildfire  suppression/ 
exclusion  have  shifted  the  structural 
stages  and  species  mix.  What  was  once 
dominated  by  ponderosa  pine  and 
maintained  by  low  intensity  fire  is  now 
primarily  mid-seral.black  bark  pine  with 
more  lodgepole  and  white  fir  than  what 
occurred  historically.  Disturbance 
processes  are  best  kept  within 
proportions  that  historically  occurred  or 
they  have  the  potential  to  remove 
important  habitat  stri’cture,  particularly 
large  trees  that  are  desired  over  the  long¬ 
term.  The  HRV  is  important  to  wildlife 
populations  because  the  distribution, 
quality,  and  quantity  of  habitat  largely 
determines  the  potential  for  a  wildlife 
species  to  exist  at  viable  levels.  As 
habitat  was  converted,  fragmented,  and 
opened  to  motorized  access,  many 
species  were  reduced  in  number  and 
others  were  precluded  from  portions  of 
their  geographic  range  altogether.  - 
Vegetation  management  is  intended  to 
move  the  project  area  towards  the  HRV 
which  will  benefit  certain  focal  species 
that  are  currently  lacking  habitat. 

The  project  area  is  located  within  two 
Community  Wildfire  Protection  Plan 
(CWPP)  areas.  The  CWPPs  have  defined 
the  wildland-urban  interface  (WUI),  and 
outlined  priorities  and  strategies  for 
reducing  fuels  in  the  WUI  emd  other 
areas  of  special  concern  such  as 
evacuation  routes.  The  project  area  is 
very  popular  with  recreationists. 
Bounded  by  the  Cascade  Lakes  Scenic 
Byway  to  the  south.  Sky  liner  Road  to 
the  north,  and  the  city  limits  of  Bend  to 
the  east,  the  area  supports  miles  of 
biking,  hiking,  snowmobile, 
crosscountry  skiing,  and  snowshoeing 


trails.  The  Forest  is  the  central 
component  of  the  recreation  experience. 

Purpose  and  Need.  The  purpose  for 
entering  the  West  Bend  project  area 
includes  restoration  of  the  forest 
landscape  towards  historic  conditions 
that  are  considered  more  resilient  than 
the  current  condition.  Resilience  to  fire 
and  insects  is  important  so  that 
disturbance  events  will  not  lead  to 
large-scale  loss  of  forest.  This  objective 
will  also  lead  to  creating  and 
maintaining  a  diversity  of  wildlife 
habitats  closer  to  what  historically 
occurred.  There  is  also  a  need  to 
maintain  forest  conditions  conducive  to 
the  desired  recreation  experience. 

Public  safety  is  another  purpose  for 
the  project.  Maintaining  previous  fuels 
reduction  treatments  to  provide  for 
long-term  public  safety  and  further 
reduce  fire  and  fuels  hazard  to  Bend  and 
the  Bend  watershed  are  important 
objectives.  There  is  also  a  need  to 
provide  travel  corridors  that  are  safe  for 
the  public  and  provide  wildland 
firefighter  access  during  a  wildfire 
event. 

The  project  area  is  located  in  Forest 
Plan  management  allocations  that  are 
appropriate  for  producing  wood 
products.  There  is  a  need  to  contribute 
to  the  local  and  regional  economies  by 
providing  timber  and  other  wood  fiber 
products  now  and  in  the  future. 

Proposed  Action.  The  Forest  Service 
proposes  to  implement  activities  across 
approximately  22,000  acres  within  the 
West  Bend  project  area.  Silviculture 
treatments  (e.g.  thinning)  will  provide  a 
diversity  of  forest  structures  that  are 
more  in  line  with  historical  conditions. 
Thinning  will  encourage  the 
development  of  late  and  old  structure 
characteristics  in  stands  where  not 
currently  present.  Commercial  thinning 
accounts  for  approximately  13,190 
acres.  Shrub  mowing  will  reduce 
surface  and  ladder  fuels  and  allow  fire 
to  be  used  as  an  ecological  restoration  > 
tool.  Prescribed  fire  will  be  applied  in 
the  fire-dependent  ecosystems  to  reduce 
fuels,  maintain  habitat,  and  allow  fire  to 
perform  its  natural  ecological  function. 
Treatments  are  designed  to  address  the 
objectives  for  each  stand  type  and 
management  area  objective.  Treatments 
will  occur  most  often  in  combination, 
such  as  thinning  followed  by  mowing 
followed  by  underburning.  Herbicides 
are  proposed  for  the  control  and 
elimination  of  invasive  plant  sites  on 
approximately  18  acres. 

Issues.  Preliminary  issues  include  the 
potential  effect  of  the  proposed  action 
on  soil  productivity,  invasive  plant 
introduction  and  spread,  and 
Management  Indicator  Species. 


Comment.  Public  comments  regarding 
this  proposal  are  requested  in  order  to 
assist  in  identifying  issues,  determine 
how  to  best  manage  the  resources,  and 
to  focus  the  analysis.  Comments 
received  to  this  notice,  including  names 
and  addresses  of  those  who  comment, 
will  be  considered  part  of  the  public 
record  on  this  proposed  action  and  will 
be  available  for  public  inspection.  This 
is  also  an  opportunity  to  participate  in 
the  National  Historic  Preservation  Act, 
section  106  process. 

A  draft  EIS  will  be  filed  with  the 
Environmental  Protection  Agency  (EPA) 
and  available  for  public  review  by 
August  2011.  The  EPA  will  publish  a 
Notice  of  Availability  (NOA)  of  the  draft 
EIS  in  the  Federal  Register.  The  final 
EIS  is  scheduled  to  be  available 
February  2012. 

The  comment  period  on  the  draft  EIS 
will  be  45  days  from  the  date  the  EPA 
publishes  the  notice  of  availability  in 
the  Federal  Register. 

The  Forest  Service  believes,  at  this 
early  stage,  it  is  important  to  give 
reviewers  notice  of  several  court  rulings 
related  to  public  participation  in  the 
environmental  review  process.  First, 
reviewers  of  a  draft  EIS  must  structure 
their  participation  in  the  environmental 
review  of  the  proposal  so  that  it  is 
meaningful  and  alerts  an  agency  to  the 
reviewer’s  position  and  contentions 
[Vermont  Yankee  Nuclear  Power  Corp. 

V,  NRDC,  435  U.S.  519,  553  {1978}]. 

Also,  environmental  objections  that 
could  be  raised  at  the  draft  EIS  stage  but 
that  are  not  raised  until  after  completion 
of  the  final  EIS  may  be  waived  or 
dismissed  by  the  courts  [City  of  Angoon 
V.  Harris,  490  F.  Supp.  1334,  1338  (E.D. 
Wis.  1980)].  Because  of  these  court 
rulings,  it  is  very  important  that  those 
interested  in  this  proposed  action 
participate  by  the  close  of  the  45-day 
comment  period  so  that  substantive 
comments  and  objections  are  made 
available  to  the  Forest  Service  at  a  time 
when  it  can  meaningfully  consider  them 
and  respond  to  them  in  the  final  EIS. 

To  assist  the  Forest  Service  in 
identifying  and  considering  issues  and 
concerns  on  the  proposed  action, 
comments  on  the  draft  EIS  should  be  as 
specific  as  possible.  It  is  also  helpful  if 
comments  refer  to  specific  pages  or 
chapters  of  the  draft  statement. 
Comments  may  also  address  the 
adequacy  of  the  draft  EIS  of  the  merits 
of  the  alternatives  formulated  and 
discussed  in  the  statement.  Reviewers 
may  wish  to  refer  to  the  Council  on 
Environmental  Quality  Regulations  for 
implementing  the  procedural  provisions 
of  the  National  Environmental  Policy 
Act  at  40  CFR  1503.3  in  addressing 
these  points. 
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In  the  final  EIS,  the  Forest  Service  is 
required  to  respond  to  substantive 
comments  received  during  the  comment 
period  for  the  draft  EIS.  The  Forest 
Service  is  the  lead  agency  and  the 
responsible  official  is  the  Forest 
Supertisor,  Deschutes  National  Forest. 
The  responsible  official  will  decide 
where  and  whether  or  not  to  apply 
natural  fuels  treatments,  thin  stands, 
and  reforest  group  cuts.  The  responsible 
official  will  also  decide  how  to  mitigate 
impacts  of  these  actions  and  will 
determine  when  and  how  monitoring  of 
effects  will  take  place. 

The  West  Bend  Vegetation 
Management  decision  and  the  reasons 
for  the  decision  will  be  documented  in 
the  record  of  decision,  which  will  be 
subject  to  Forest  Service  Appeal 
Regulations  (35  CFR  part  215). 

Dated;  November  15,  2010. 

A.  Shane  Jefiries, 

District  Ranger,  Bend/Ft.  Rock  Ranger 
District,  Deschutes  National  Forest. 

IFR  Doc.  2010-29476  Filed  11-23-10;  8:45  am] 
BILUNO  CODE  3410-1 1-M 

DEPARTMENT  OF  AGRICULTURE 
Forest  Service 

Cibota  National  Forest,  Mount  Taylor 
Ranger  District,  NM,  Roca  Honda  Mine 

AGENCY:  Forest  Service,  USDA. 

ACTION:  Notice  of  Intent  to  prepare  an 
Environmental  Impact  Statement. 

SUMMARY:  Roca  Honda  Resources,  LLC 
has  submitted  a  Plan  of  Operations 
proposing  to  develop  and  conduct 
underground  uranium  mining 
operations  on  their  mining  claims  on 
and  near  Jesus  Mesa  in  the  Mount 
Taylor  Ranger  District  of  the  Cibola 
National  Forest.  The  proposed  mine  is 
located  within  portions  of  Sections  9, 10 
and  16,  Township  13  North,  Range  8 
West,  New  Mexico  Principal  Meridian. 
These  sections  are  located  in  McKinley 
County,  New  Mexico  approximately 
three  miles  northwest  of  San  Mateo  and 
22  miles  northeast  of  Grants,  New 
Mexico.  Sections  9  and  10  are  National 
Forest  System  lands,  which  are  open  to 
mineral  entry  under  the  General  Mining 
Law  of  1872.  Section  16  is  State  of  New 
Mexico  land,  which  is  not  subject  to  the 
regulatory  jurisdiction  of  the  Forest 
Service.  Roca  Honda  proposes  a  mine 
permit  area  encompassing  all  three 
sections  (1,920  acres)  and  a  surface 
disturbance  area  of  183  acres  within 
Sections  9, 10  and  16.  Additional 
surface  disturbance  associated  with  the 
mine  haul  roads  is  proposed  for 
Sections  11,17  and  20.  The  Cibola 


National  Forest  will  prepare  an 
environmental  impact  statement  (EIS)  to 
assess  the  development  of  a  uranium 
mining  operation  on  the  Mount  Taylor 
Ranger  District. 

DATES:  Comments  concerning  the  scope 
of  the  analysis  must  be  received  by  30 
days  after  the  publication  of  the  NOI. 
Public  scoping  open  houses  will  be  held 
during  the  scoping  period  in  Grants  and 
Gallup,  New  Mexico.  The  tentative 
schedule  for  the  open  houses  is  as 
follows:  Tuesday,  December  14,  2010,  in 
Grants,  New  Mexico,  and  Thursday, 
December  16,  2010,  in  Gallup,  New 
Mexico.  The  final  times  and  locations  of 
these  meetings  will  be  announced  by 
public  notice  and  will  be  posted  on  the 
Cibola  National  Forest  Web  site.  The 
draft  environmental  impact  statement  is 
expected  by  the  summer  of  2011  and  the 
final  environmental  impact  statement 
and  Record  of  Decision  (ROD)  is 
expected  by  the  end  of  2011. 

ADDRESSES:  Send  written  comments  to 
Diane  Tafoya,  Minerals  Project  Manager, 
Cibola  National  Forest,  2113  Osuna 
Road,  NE.,  Albuquerque,  NM  87113. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
further  information,  mail 
correspondence  to  Diane  Tafoya, 

Minerals  Project  Manager,  Cibola 
National  Forest,  2113  Osuna  Road,  NE., 
Albuquerque,  NM  87113. 

Individuals  who  use 
telecommunication  devices  for  the  deaf 
(TDD)  may  call  the  Federal  Information 
Relay  Service  (FIRS)  at  1-800-877-8339 
between  8  a.m.  and  8  p.m..  Eastern 
Time,  Monday  through  Friday. 
SUPPLEMENTARY  INFORMATION: 

Purpose  and  Need  for  Action 

Roca  Honda  Resources,  LLC  has 
submitted  a  Plan  of  Operations  for 
development  of  a  uranium  mine  at  the 
Roca  Honda  claims.  The  purpose  of  the 
EIS  is  to  evaluate  the  environmental 
impacts  of  the  proposed  Plan  of 
Operations  and  determine  whether  to 
approve  the  Plan  as  proposed  or  to 
require  additional  mitigafion  measurfes 
to  protect  the  environment  (in 
accordance  with  Forest  Service 
regulations  for  locatable  minerals). 

The  need  for  action  is  to  allow  Roca 
Honda  Resources,  LLC  to  exercise  their 
rights  under  U.S.  mining  laws.  Roca 
Honda  Resources,  LLC  has  a  right  to 
develop  and  remove  the  mineral 
resources  as  set  forth  by  the  General 
Mining  Law  of  1872  as  amended.  The 
1872  Mining  Law  and  1897  Organic  Act 
provide  that  the  public  has  a  statutory 
right  to  conduct  prospecting, 
exploration,  development  and 
production  activities  on  federal  lands 
(unless  specifically  exempted),  provided 


these  activities  are  reasonably  incident 
(1955  Multiple  Use  Mining  Act  and  case 
law)  to  mining  and  comply  with  other 
federal  laws. 

The  Forest  Service  has  the 
responsibility  to  protect  surface 
resources.  Mining  regulations  state  that, 
“operations  shall  be  conducted  so  as, 
where  feasible,  to  minimize  adverse 
environmental  effects  on  National 
Forest  System  surface  resources  (36  CFR 
228.8),”  provided  such  regulation  does 
not  endanger  or  materially  interfere 
with  prospecting,  mining,  or  processing 
operations  or  reasonably  incidental  uses 
(1955  Multiple  Use  Mining  Act  and  case 
law). 

Proposed  Action 

Roca  Honda  proposes  to  conduct 
mining  operations  for  a  period  of 
approximately  18-19  years,  including 
mine  development,  operations  and 
reclamation.  The  proposed  mining 
operations  consist  of  three  phases:  (1) 
Mine  Development — baseline  data 
gathering,  initial  site  development, 
construction,  and  depressurizing 
activities,  which  would  be  conducted  to 
facilitate  mine  shaft  construction. 
Depressurizing  activities  include 
constructing  a  ring  of  wells  around  the 
perimeter  of  the  area  of  the  productions 
shafts  into  the  Gallup,  Dakota,  and 
Westwater  formations.  These  wells 
would  be  installed  in  advance  of  shaft 
construction  and  pumped  in  order  to 
relieve  the  hydrostatic  pressure  in  the 
formation,  thus  reducing  the  amount  of 
water  flowing  into  the  shaft  excavation 
as  it  advances  through  the  formation. 
Five  ventilation  shafts,  8-10  ft  in 
diameter,  and  two  concrete-lined 
production  shafts,  18  ft  in  diameter, 
would  be  constructed.  (2)  Mine 
Operation  activities  directly  related  to 
production  of  uranium  ore  from  the 
underground  mine,  and  transport  of  the 
ore  offsite  for  mineral  processing.  Soils, 
rock,  and  ore  would  be  stockpiled  on 
the  surface.  Up  to  4,000  gallons  per 
minute  of  water  would  be  pumped  from 
the  mine  and  treated  prior  to  discharge 
in  a  tributary  of  San  Mateo  Creek.  (3) 
Mine  Reclamation — activities  intended 
to  reclaim  land  affected  by  mine 
development  and  operation,  and  to 
return  that  land  to  an  approved  post¬ 
mining  land  use  (grazing). 

The  proposed  federal  action  is  to 
approve  Roca  Honda  Resources,  LLC’s 
Plan  of  Operations  with  mitigations 
needed  to  protect  other  non-mineral 
surface  resources  consistent  with  Forest 
Plan,  regulations,  and  other  applicable 
laws. 
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Possible  Alternatives 

1.  No.  Action.  2.  Approve  the  Plan  as 
presented  by  Roca  Honda  Resources, 

LLC.  3.  Approve  the  Plan  as  presented 
with  stipulations  necessary  to  protect 
the  non-mineral  resources  of  the  area. 

Responsible  Official 

Nancy  Rose,  Forest  Supervisor,  Cibola 
National  Forest.  2113  Osuna  Road,  NE., 
Albuquerque,  NM  87113. 

Nature  of  Decision  To  Be  Made 

The  Forest  Supervisor  will  use  the  EIS 
process  to  develop  the  necessary 
information  to  make  an  informed 
decision  on  whether  or  not  to  approve 
the  proposed  Plan  as  submitted,  or  to 
decide  what  additional  mitigations  are 
needed  to  protect  other  resources  as 
provided  for  in  36  CFR  228.8. 

Preliminary  Issues 

Four  preliminary  issues  have  been 
identified:  (1)  Mine  development  and 
operations  could  potentially  affect 
surface  and  ground  water  quality.  (2) 
Mine  development  and  operation  may 
adversely  affect  the  characteristics  that 
make  the  Mt.  Taylor  Traditional 
Cultural  Property  (TCP)  eligible  for  the 
National  Register  of  Historic  Places.  (3) 
Legacy  health  issues  with  past  uranium 
mining  remain  an  issue  in  the  region, 
raising  concerns  that  the  proposed 
mining  could  result  in  effects  to  workers 
and  general  public  health.  (4)  Mine 
development  and  operations  could 
induce  local  economic  development  by 
increasing  jobs,  income,  expenditures, 
and  the  tax  base.  Other  potential  issues 
are  air  quality  degradation  from  fugitive 
dust  and  radon  gas  emissions,  traffic 
control,  road  construction  standards, 
and  uranium  ore  transport.  , 

Permits  or  Licenses  Required 

The  approved  Plan  of  Operations 
authorizes  mining.  Operations  must  be 
consistent  with  Forest  Service 
Conditions  of  Approval,  and  other 
applicable  laws  and  regulations, 
including  state  permits  for  mining  in 
New  Mexico. 

Scoping  Process 

This  notice  of  intent  initiates  the 
scoping  process  which  guides  the 
development  of  the  environmental 
impact  statement.  Comments  are 
solicited  and  are  welcome  for  30  days 
beginning  on  the  publication  date  of  this 
notice. 

Scoping  will  include  this  NOI,  listing 
in  the  Quarterly  Schedule  of  Proposed 
Actions,  letters  to  interested  and 
affected  individuals,  agencies,  and 
organizations,  and  legal  notices,  and  the 
open  houses  in  Grants  and  Gallup,  New 


Mexico.  Additional  information  about 
the  project,  schedule,  permits  and 
approvals,  and  opportunities  for  public 
involvement  will  be  available  at  the 
open  houses  and  after  those  dates  by 
contacting  Diane  Tafoya,  Forest  Service 
point  of  contact.  The  intent  of  scoping 
is  to  solicit  comments  on  issues  and 
alternatives  that  agencies  and  the  public 
feel  should  be  addressed  in  the  EIS. 

It  is  important  that  reviewers  provide 
their  comments  at  such  times  and  in 
such  a  way  that  they  are  useful  to  the 
Agency’s  preparation  of  the  EIS. 
Therefore,  comments  should  be 
provided  prior  to  the  close  of  the 
comment  period  and  should  clearly 
articulate  the  reviewer’s  concerns  and 
contentions.  The  submission  of  timely 
and  specific  comments  can  affect  a 
reviewer’s  ability  to  participate  in 
subsequent  administrative  review  or 
judicial  review. 

Gomments  received  in  response  to 
this  solicitation,  including  names  and 
addresses  of  those  who  comment,  will 
be  part  of  the  public  record  for  this 
proposed  action.  Gomments  submitted 
anonymously  will  be  accepted  and 
considered;  however,  anonymous 
comments  will  not  provide  the 
respondent  with  standing  to  participate 
in  subsequent  administrative  review  or 
judicial  review. 

Authority:  40  CFR  1501.7  and  1508.22;  36 
CFR  220.4. 

Dated:  November  16,  2010. 

Nancy  Rose, 

Forest  Supervisor  Cibola  National  Forest. 

[FR  Doc.  2010-29477  Filed  11-23-10;  8:45  am] 

BILLING  CODE  3410-11-M 


DEPARTMENT  OF  AGRICULTURE 

Forest  Service 
* 

Uinta-Wasatch-Cache  National  Forest 
Resource  Advisory  Committee 

agency:  Forest  Service,  USDA. 

ACTION:  Notice  of  Meeting. 

SUMMARY:  The  Uinta-Wasatch-Gache 
National  Forest  Resource  Advisory 
Gommittee  will  conduct  a  meeting  in 
Salt  Lake  Gity,  Utah.  The  committee  is 
meeting  as  authorized  under  the  Secure 
Rural  Schools  and  Gommunity  Self- 
Determination  Act  (Pub.  L.  110-343) 
and  in  compliance  with  the  Federal 
Advisory  Gommittee  Act.  The  purpose 
is  to  continue  the  review  of  project 
submittals. 

DATES:  The  meeting  will  be  held  on 
December  9,  2010,  from  3  p.m.  to  6  p.m. 
ADDRESSES:  The  meeting  will  be  held  at 
the  Salt  Lake  Gounty  Government 


Genter,  Room  S1002,  2001  South  State 
Street,  Salt  Lake  Gity,  Utah.  Written 
comments  should  be  sent  to  Loyal  Glark, 
Uinta-Wasatch-Gache  National  Forest, 

88  West  100  North,  Provo,  Utah  84601. 
Gomments  may  also  be  sent  via  e-mail 
to  Ifclark@fs.fed. us,  via  facsimile  to 
801-342-5144. 

All  comments,  including  names  and 
addresses  when  provided,  are  placed  in 
the  record  and  are  available  for 
inspection  and  copying.  The  public  may 
inspect  comments  received  at  the  Uinta- 
Wasatch-Gache  National  Forest,  88  West 
100  North,  Provo,  Utah  84601. 

FOR  FURTHER  INFORMATION  CONTACT: 
Loyal  Glark,  RAG  Goordinator,  USDA, 
Uinta-Wasatch-Gache  National  Forest, 
88  West  100  North,  Provo,  Utah  84601; 
801-342-511 7;  lfclark@fs.fed. us. 
SUPPLEMENTARY  INFORMATION:  The 
meeting  is  open  to  the  public.  The 
following  business  will  be  conducted: 
(1)  Develop  and  approve  monitoring 
process  for  projects,  and  (2)  review 
project  submissions.  Persons  who  wish 
to  bring  related  matters  to  the  attention 
of  the  Gommittee  may  file  written 
statements  with  the  Committee  staff 
before  or  after  the  meeting. 

Dated:  November  15,  2010. 

Cheryl  Probert, 

Acting  Forest  Super\'isor. 

IFR  Doc.  2010-29583  Filed  11-23-10;  8:45  am] 

BILLING  CODE  P 


COMMISSION  ON  CIVIL  RIGHTS 

Sunshine  Act  Notice 

AGENCY:  United  States  Commission  on 

Civil  Rights 

ACTION:  Notice  of  meeting. 

DATE  AND  TIME:  Friday,  December  3, 

2010;  9:30  a.m.  EST. 

PLACE:  624  Ninth  Street,  NW.,  Room 

540,  Washington,  DC  20425. 

Meeting  Agenda 

This  meeting  is  open  to  the  public. 

I.  Approval  of  Agenda. 

II.  Program  Planning. 

•  Approval  of  School  Choice,  the 
Blaine  Amendments  and  Anti- 
Catholicism  Briefing  Report. 

•  Approval  of  Eminent  Domain 
Briefing  Concept  Paper  & 
Scheduling  of  Briefing. 

•  Update  on  FY  2011  Gy  Pres 
Enforcement  Report. 

•  Update  on  Status  of  Briefing  on 
Disparate  Impact  in  School 
Discipline  Policies. 

•  Update  on  Sex  Discrimination  in 
Liberal  Arts  College  Admissions — 
Some  of  the  discussion  of  this 
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agenda  item  may  be  held  in  closed 
session. 

III.  State  Advisory  Committee  Issues. 

•  North  Carolina  SAC. 

•  Vermont  SAC. 

•  Wisconsin  SAC. 

•  Update  on  Status  of  Remaining 
SACs  to  Recharter. 

IV.  Approval  of  Minutes  of  November 

19  Meeting. 

V.  Announcements. 

VI.  Adjourn. 

CONTACT  PERSON  FOR  FURTHER 
INFORMATION:  Lenore  Ostrowsky,  Acting 
Chief,  Public  Affairs  Unit  (202)  376- 
8591.  TDD:  (202)  376-8116.  Persons 
with  a  disability  requiring  special 
services,  such  as  an  interpreter  for  the 
hearing  impaired,  should  contact 
Pamela  Dunston  at  least  seven  days 
prior  to  the  meeting  at  202-376-8105. 
TDD:  (202)  376-8116. 

Dated:  November  22,  2010. 

David  Blackwood, 

Genera]  Counsel. 

IFR  Doc.  2010-29777  Filed  11-22-10;  4:15  pm] 
BILLING  CODE  6335-01-P 


DEPARTMENT  OF  COMMERCE 

Office  of  Innovation  and 
Entrepreneurship;  the  National 
Advisory  Council  on  Innovation  and 
Entrepreneurship:  Meeting  of  the 
National  Advisory  Council  on 
Innovation  and  Entrepreneurship 

agency:  Office  of  Innovation  and 
Entrepreneurship,  U.S.  Department  of 
Commerce. 

ACTION:  Notice  of  an  open  meeting. 

SUMMARY:  The  National  Advisory 
Committee  on  Innovation  and 
Entrepreneurship  will  hold  a  meeting 
on  Wednesday,  December  8,  2010.  The 
meeting  will  be  conducted  from  9  a.m. 
to  12:45  p.m.  and  will  be  opened  to  the 
public.  The  Council  was  chartered  on 
November  10,  2009,  to  advise  the 
Secretary  of  Commerce  on  matters 
relating  to  innovation  and 
entrepreneurship  in  the  United  States. 
DATES:  December  8,  2010. 

Time:  9  a.m.-12:45  p.m.  (EST). 
ADDRESSES:  This  program  will  be 
conducted  and  available  to  the  public 
via  a  listen  in  conference  number,  888- 
942-9574,  and  passcode,  6315042. 
Please  specify  any  requests  for 
reasonable  accommodation  of  auxiliary 
aids  at  least  five  business  days  in 
advance  of  the  meeting.  Last  minute 
requests  will  be  accepted,  but  may  be 
impossible  to  fill. 

SUPPLEMENTARY  INFORMATION:  Agenda 
topics  to  be  discussed  include:  Sub¬ 


committee  summaries  and  briefings  by 
outside  experts.  No  time  will  be 
available  for  oral  comments  from 
members  of  the  public  listening  to  the 
meeting.  Any  member  of  the  public  may 
submit  pertinent  written  comments 
concerning  the  Council’s  affairs  at  any 
time  before  and  after  the  meeting. 
Comments  may  be  submitted  to  Paul 
Corson  at  the  contact  information 
indicated  below. 

Copies  of  Board  meeting  minutes  will 
be  available  within  90  days  of  the 
meeting. 

FOR  FURTHER  INFORMATION  CONTACT:  Paul 
J.  Corson,  Office  of  Innovation  and 
Entrepreneurship,  Room  7019,  1401 
Con.stitution  Avenue,  NW.,  Washington, 
DC,  20230,  telephone:  202-482-2042, 
e-mail:  pcorson@edo.doc.gov.  Please 
reference,  “NACIE  December  8,  2010”  in 
the  subject  line  of  your  e-mail. 

Dated;  November  19,  2010. 

Paul ).  Corson, 

Acting  Director.  Office  of  Innovation  and 
Entrepreneurship,  U.S.  Department  of 
Commerce. 

[FR  Doc.  2010-29639  Filed  11-23-10;  8:45  am] 

BILLING  CODE  3510-03-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration  ^ 

RIN  0648-XA054 

Endangered  Species;  File  No.  15606 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice:  receipt  of  application. 

SUMMARY:  Notice  is  hereby  given  that 
Andre  Landry,  Ph.D.,  Texas  A&M 
University  at  Galveston,  Department  of 
Marine  Biology,  5007  Avenue  U, 
Galveston,  TX  77553,  has  applied  in  due 
form  for  a  permit  to  take  green  [Chelonia 
mydas),  Kemp's  ridley  [Lepidoch^lys 
kempii),  loggerhead  [Caretta  caretta), 
and  hawksbill  [Eretmochelys  irnbricata) 
sea  turtles  for  purposes  of  scientific 
research. 

DATES:  Written,  telefaxed,  or  e-mail 
comments  must  be  received  on  or  before 
December  27,  2010. 

ADDRESSES:  The  application  and  related 
documents  are  available  for  review  by 
selecting  “Records  Open  for  Public 
Comment”  from  the  Features  box  on  the 
Applications  and  Permits  for  Protected 
Species  (APPS)  home  page,  https:// 
apps.nmfs.noaa.gov,  and  then  selecting 
File  No.  15606  from  the  list  of  available 
applications. 


These  documents  are  also  available 
upon  written  request  or  by  appointment 
in  the  following  offices: 

Permits,  Conservation  and  Education 
Division,  Office  of  Protected 
Resources,  NMFS,  1315  East-West 
Highway,  Room  13705,  Silver  Spring, 
MD  20910;  phone  (301)  713-2289;  fax 
(301)  713-0376;  and 
Southeast  Region,  NMFS,  263  13th 
Avenue  South,  Saint  Petersburg,  FL 
33701;  phone  (727)  824-5312;  fax 
(727)  824-5309. 

Written  comnients  on  this  application 
should  be  submitted  to  the  Chief, 
Permits,  Conservation  and  Education 
Division,  at  the  above  listed  address. 
Comments  may  also  be  submitted  by 
facsimile  to  (301)  713-0376,  or  by  e- 
mail  to  NMFS.PrlComments@noaa.gov 
Please  include  the  File  No.  in  the 
subject  line  of  the  e-mail  comment. 

Those  individuals  requesting  a  public 
hearing  should  submit  a  written  request 
to  the  Chief,  Permits,  Conservation  and 
Education  Division  at  the  above  listed 
address.  The  request  should  set  forth  the 
specific  reasons  why  a  hearing  on  this 
application  would  be  appropriate. 

FOR  FURTHER  INFORMATION  CONTACT: 
Colette  Cairns  or  Amy  Hapeman,  (301) 
713-2289. 

SUPPLEMENTARY  INFORMATION:  The 

subject  permit  is  requested  under  the 
authority  of  the  Endangered  Species  Act 
of  1973,  as  amended  (ESA;  16  U.S.C. 
1531  et  seq.)  and  the  regulations 
governing  the  taking,  importing,  and 
exporting  of  endangered  and  threatened 
species  (50  CFR  222-226). 

Dr.  Landry  requests  a  five-year  permit 
to  take  sea  turtles  for  scientific  research 
in  Gulf  of  Mexico  waters.  The  purposes 
of  these  projects  are  to:  (1)  Examine 
green  sea  turtle  assemblages  in  sea  grass 
habitats  in  Texas;  (2)  determine  trends 
in  seasonal  abundance  and  movement  of 
green,  Kemp’s  ridley  and  loggerhead  sea 
turtles  in  Texas  and  Louisiana  estuaries; 
(3)  characterize  environmental  estrogen 
uptake  in  green  and  Kemp’s  ridley  sea 
turtles  at  a  Texas  Superfund  site;  and  (4) 
document  impacts  of  the  Deepwater 
Horizon  oil  spill  on  sea  turtle 
assemblages  in  the  western  Gulf  of 
Mexico.  The  applicant  proposes  to 
capture  by  entanglement  or  cast  net, 
transport,  photograph,  measure,  weigh, 
flipper  tag,  passive  integrated 
transponoer  (PIT)  tag.  blood,  fecal, 
epiphyte  and  tissue  sample,  attach 
satellite  transmitters  to  and  release  sea 
turtles. 

In  project  1,  the  applicant  proposes  to 
take  up  to  150  green,  30  Kemp’s  ridley, 
and  20  loggerhead  sea  turtles  annually. 
Sea  turtles  would  be  captured  via 
entanglement  or  cast  net,  measured. 
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weighed,  photographed,  epibiota 
removed,  flipper  and  PIT  tagged, 
epiphyte  and  tissue  sampled  prior  to 
release.  Up  to  120  green  sea  turtles 
would  be  additionally  epiphyte 
sampled.  An  additional  25  green  turtles 
would  also  be  satellite  tagged,  tracked, 
and  fecal  sampled  prior  to  release. 

In  project  2,  the  applicant  proposes  to 
take  up  to  15  green,  135  Kemp’s  ridley, 
and  10  loggerhead  sea  turtles  via 
entanglement  net  annually.  Turtles 
would  be  measured,  weighed, 
photographed,  epibiota  removed,  flipper 
and  PIT  tagged,  epiphyte  and  tissue 
sampled.  Another  10  green,  14  Kemp’s 
ridley,  and  40  loggerhead  sea  turtles  that 
have  been  legally  captured  by  relocation 
trawlers  working  in  conjunction  with 
the  U.S.  Army  Corps  of  Engineers  would 
he  authorized  for  these  activities  each 
year.  A  subset  of  up  to  14  Kemp’s  ridley 
sea  turtles  would  be  satellite  tagged, 
tracked,  and  fecal  sampled  annually. 

In  project  3,  the  applicant  proposes  to 
take  up  to  12  green  and  12  Kemp’s 
ridley  sea  turtles  annually.  Turtles 
would  be  collected  via  entanglement 
net,  measured,  photographed,  weighed, 
epibiota  removed,  flipper  and  PIT 
tagged,  and  blood  sampled. 

In  project  4,  the  applicant  proposes  to 
take  up  to  20  green  and  20  loggerhead 
sea  turtles  annually.  Sea  turtles  would 
he  captured  via  entanglement  or  cast 
net,  measured,  weighed,  photographed, 
epibiota  removed,  flipper  and  PIT 
tagged,  blood  and  tissue  sampled.  Up  to 
200  Kemp’s  ridley,  20  loggerhead,  20 
green,  and  10  hawksbill  sea  turtles 
would  additionally  be  satellite  tagged, 
tracked,  blood  and  fecal  sampled  each 
year. 

Dated:  November  19,  2010. 

P.  Michael  Payne, 

Chief,  Permits,  Conservation  and  Education 
Division,  Office  of  Protected  Besources, 
National  Marine  Fisheries  Service. 

[FRDoc.  2010-29667  Filed  11-23-10;  8:45  an}] 
BILLING  CODE  3510-22-P 


;  DEPARTMENT  OF  COMMERCE 

National  Institute  of  Standards  and 
p  Technology 

^  [Docket  Number  101025532-0532-01] 

I  Draft  Report  on  the  Technical  Study  of 
I  the  Sofa  Super  Store  Fire — South 

iCarolina,  June  18,  2007. 

AGENCY:  National  Institute  of  Standards 
and  Technology  (NIST),  Department  of 
I  Commerce. 

I  ACTION:  Notice;  request  for  comments. 

I  SUMMARY:  The  National  Institute  of 
I  Standards  and  Technology  (NIST)  seeks 


public  comments  on  the  draft  report  of 
its  Technical  Study  of  the  Sofa  Super 
Store  Fire — South  Carolina,  which  took 
place  on  June  18,  2007. 

DATES:  Comments  must  be  received  on 
or  before  12  noon  EST,  December  2, 

2010. 

ADDRESSES:  Comments  may  be 
submitted  to  NIST  by  e-mail  at 
firesafety@nist.gov,  by  fax  to  301-975- 
4647;  or  by  mail  to  the  attention  of 
Nelson  Bryner,  National  Institute  of 
Standards  and  Technology,  100  Bureau 
Drive,  Stop  8660,  Gaithersburg,  MD 
20899-8660.  The  draft  report  is 
available  at:  http://www.nist.gov/el/ 
in  vestiga  tions/bfri-in  vestiga  tions.cfm 

FOR  FURTHER  INFORMATION  CONTACT: 

Requests  for  further  information  may  be 
sent  to  firesafety@nist.gov,  or  by  mail. 
Nelson  Bryner,  National  Institute  of 
Standards  and  Technology,  100  Bureau 
Drive,  Stop  8660,  Gaithersburg,  MD 
20899-8660,  or  by  telephone  at  301- 
975-6868. 

SUPPLEMENTARY  INFORMATION:  Following 
a  fire  in  Charleston,  SC  on  June  18, 

2007,  NIST  conducted  a  study  to 
determine  the  likely  technical  causes  of 
the  rapid  fire  growth  and  spread.  NIST 
recently  completed  a  draft  report  of 
their  technical  study  and  the  principal 
findings  are  summarized  in  this  report. 
The  report  also  describes  NIST’s 
simulation  of  the  fire  environment  that 
affected  the  rapid  fire  growth,  possible 
factots  contributing  to  the  fire 
development,- and  rapid  fire  spread 
sequence.  The  report  concludes  with 
eleven  recommendations  that  involve 
modification,  adoption,  or  enforcement 
of  model  building  and  fire  codes  and 
research  for  improving  fire  safety. 

Authority:  15  U.S.C.  272  et  seq. 

Request  for  Comments:  NIST  seeks 
comments  on  the  draft  report  of  its 
Technical  Study  of  the  Sofa  Super  Store 
Fire — South  Carolina,  June  18,  2007. 
NIST  will  review  comments  received, 
make  appropriate  revisions,  and  publish 
the  report  in  a  final  form  following  the 
public  comment  period. 

Dated:  November  12,  2010. 

Harry  S.  Hertz, 

Director,  Baldrige  Performance  Excellence 
Program. 

[FR  Doc.  2010-29503  Filed  11-23-10;  8:45  am] 

BILLING  CODE  3510-13-P 


DEPARTMENT  OF  COMMERCE 

Bureau  of  the  Census 

Federal  Economic  Statistics  Advisory 
Committee  Meeting 

AGENCY:  Bureau  of  the  Census, 
Department  of  Commerce. 

ACTION:  Notice  of  Public  Meeting. 

SUMMARY:  The  Bureau  of  the  Census 
(U.S.  Census  Bureau)  is  giving  notice  of 
a  meeting  of  the  Federal  Economic 
Statistics  Advisory  Committee  (FESAC). 
The  Committee  will  advise  the  Directors 
of  the  Economics  and  Statistics 
Administration’s  (ESA)  two  statistical 
agencies,  the  Bureau  of  Economic 
Analysis  (BEA)  and  the  Bureau  of  the 
Census,  and  the  Commissioner  of  the 
Department  of  Labor’s  Bureau  of  Labor 
Statistics  (BLS)  on  statistical 
methodology  and  other  technical 
matters  related  to  the  collection, 
tabulation,  and  analysis  of  federal 
economic  statistics.  Last  minute  changes 
to  the  agenda  are  possible,  which  could 
prevent  giving  advance  public  notice  of 
schedule  adjustments. 

DATES:  December  17,  2010.  The  meeting 
will  begin  at  approximately  8:30  a.m. 
and  adjourn  at  approximately  4  p.m. 
ADDRESSES:  The  meeting  will  be  held  at 
the  U.S.  Department  of  Commerce,  1400 
Constitution  Avenue,  Room  4830, 
Washington,  DC  20230. 

FOR  FURTHER  INFORMATION  CONTACT: 
Barbara  K.  Atrostic,  Designated  Federal 
Official,  Department  of  Commerce,  U.S. 
Census  Bureau,  Center  for  Economic 
Studies,  Room  2K135,  4600  Silver  Hill 
Road,  Washington,  DC  20233,  telephone 
301-763-6442.  For  TTY  callers,  please 
use  the  Federal  Relay  Service  1-800- 
877-8339. 

SUPPLEMENTARY  INFORMATION:  Members 
of  the  FESAC  are  appointed  by  the 
Secretary  of  Commerce.  The  Committee 
provides  scientific  and  technical 
expertise,  as  appropriate,  to  the 
Directors  of  the  BEA,  the  Bureau  of  the 
Census,  and  the  Commissioner  of  the 
Department  of  Labor’s  BLS,  on 
statistical  methodology  and  other 
technical  matters  related  to  the 
collection,  tabulation,  and  analysis  of 
federal  economic  statistics.  The 
Committee  has  been  established  in 
accordance  with  the  Federal  Advisory 
Committee  Act  (Title  5,  United  States 
Code,  Appendix  2,  Section  10). 

The  meeting  is  open  tb  the  public, 
and  a  brief  period  is  set  aside  for  public 
comments  and  questions.  Persons  with 
extensive  questions  or  statements  must 
submit  them  in  writing  at  least  three 
days  before  the  meeting  to  the 
Designated  Federal  Official  named 
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above.  Seating  is  available  to  the  public 
on  a  first-come,  first-served  basis. 

This  meeting  is  physically  accessible 
to  people  with  disabilities.  Requests  for 
sign  language  interpretation  or  other 
auxiliary  aids  should  also  be  directed  to 
the  Designated  Federal  Official  as  soon 
as  knotvn,  and  preferably  two  weeks 
prior  to  the  meeting. 

Dated:  November  18,  2010. 

Robert  M.  Groves, 

Director,  Bureau  of  the  Census. 

IFR  Doc.  2010-29602  Filed  11-23-10;  8:45  am) 
BILUNG  CODE  3S10-07-P 


DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

[C-570-911] 

Circular  Welded  Carbon  Quality  Steel 
Pipe  From  the  People’s  Republic  of 
China:  Rescission  of  Countervailing 
Duty  Administrative  Review 

agency:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commercd. 

DATES:  Effective  Date:  November  24, 

2010. 

FOR  FURTHER  INFORMATION  CONTACT: 

Joshua  Morris  at  (202)  482-1779;  AD/ 
CVD  Operations,  Office  1,  Import 
Administration,  International  Trade 
Administration,  U.S.  Department  of 
Commerce,  14th  Street  and  Constitution 
Avenue,  NW.,  Washington,  DC  20230. 

Background 

On  July  1,  2010,  the  Department  of 
Commerce  (“the  Department”)  published 
a  notice  announcing  the  opportunity  to 
request  an  administrative  review  of  the 
countervailing  duty  order  on  circular 
welded  carbon  quality  steel  pipe 
(“CWP”)  from  the  People’s  Republic  of 
China  (“PRC”).  See  Antidumping  or 
Countervailing  Duty  Order,  Finding,  or 
Suspended  Investigation;  Opportunity 
To  Request  Administrative  Review,  75 
FR  38074  (July  1,  2010).  On  July  31, 
2010,  the  Ad.Hoc  Coalition  for  Fair  Pipe 
Imports  and  its  individual  members. 
Allied  Tube  &  Conduit,  IPSCO  Tubulars, 
Inc.,  Sharon  Tube  Company,  Western 
Tube  &  Conduit  Corporation,  and 
Wheatland  Tube  Company  (collectively 
“Petitioners”),  who  are  domestic 
producers  of  CWP,  timely  requested  that 
the  Department  conduct  an 
administrative  review  of  fourteen 
producers  and/or  exporters  of  the 
subject  merchandise  covering  the  period 
of  January  1,  2009,  through  December 
31,  2009.  In  accordance  with  19  CFR 
351.221(c)(l)(i),  the  Department 
published  a  notice  initiating  this 


administrative  review.  See  Initiation  of 
Antidumping  and  Countervailing  Duty 
Administrative  Reviews  and  Deferral  of 
Initiation  of  Administrative  Review,  75 
FR  53274,  53276  (August  31,  2010). 

Rescission  of  Review 

Pursuant  to  19  CFR  351.213(d)(1),  the 
Secretary  will  rescind  an  administrative 
review,  in  whole  or  in  part,  if  the  party 
that  requested  a  review  withdraws  the 
request  within  90  days  of  the  date  of 
publication  of  the  notice  of  initiation  of 
the  requested  review.  On  October  27, 
2010,  Petitioners  withdrew  their  request 
for  review  of  all  fourteen  exporters  and 
producers  within  the  90-day  period. 
Therefore,  in  response  to  Petitioners’ 
timely  withdrawal  request,  and  as  no 
other  party  requested  a  review,  the 
Department  is  rescinding  this 
administrative  review.  • 

Assessment 

The  Department  will  instruct  U.S. 
Customs  and  Border  Protection  (“CBP”) 
to  assess  countervailing  duties  on  all 
appropriate  entries.  For  the  companies 
for  which  this  review  is  rescinded,  the 
countervailing  duties  shall  be  assessed 
at  rates  equal  to  the  cash  deposit  of 
estimated  countervailing  duties  required 
at  the  time  of  entry,  or  withdrawal  from 
warehouse,  for  consumption,  in 
accordance  with  19  CFR 
351,212(c)(l)(i).  The  Department 
intends  to  issue  appropriate  assessment 
instructions  to  CBP  15  days  after  the 
date  of  publication  of  this  notice  of 
rescission  of  administrative  review. 

Notification  Regarding  Administrative 
Protective  Order 

This  notice  serves  as  a  final  reminder 
to  parties  subject  to  administrative 
protective  order  (“APO”)  of  their 
responsibility  concerning  the 
disposition  of  proprietary  information 
disclosed  under  APO  in  accordance 
with  19  CFR  351.305(a)(3).  Timely 
written  notification  of  the  return/ 
destruction  of  APO  materials  or 
conversion  to  judicial  protective  order  is 
hereby  requested.  Failure  to  comply 
with  the  regulations  and  terms  of  an 
APO  is  a  sanctionable  violation.  ’ 

This  notice  of  rescission  is  issued  and 
published  in  accordance  with  sections 
751(a)(1)  and  777(i)(l)  of  the  Tariff  Act, 
as  amended,  and  19  CFR  351.213(d)(4). 

Dated:  November  17,  2010. 

Susan  H.  Kuhbach, 

Acting  Deputy  Assistant  Secretary  for 
Antidumping  and  Countervailing  Duty 
Operations. 

[FR  Doc.  2010-29668  Filed  11-23-10;  8:45  am) 

BILLING  CODE  P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XY60 

Taking  and  Importing  Marine 
Mammals;  Taking  Marine  Mammals 
Incidental  to  Missile  Launch 
Operations  From  San  Nicolas  Island, 
CA 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Department  of  Commerce. 

ACTION:  Notice;  issuance  of  a  revised 
Letter  of  Authorization. 

SUMMARY:  In  June,  2009,  pursuant  to  the 
Marine  Mammal  Protection  Act 
(MMPA),  NMFS  issued  regulations  to 
govern  the  unintentional  taking  of 
marine  mammals  incidental  to  U.S. 
Navy  (Navy)  missile  launch  operations, 
a  military  readiness  activity,  from  San 
Nicolas  Island  (SNI),  California,  for  the 
period  of  June  2009  through  June  2014. 
The  second  Letter  of  Authorization 
(LOA)  for  the  incidental  take  of  marine 
mammals  during  the  described  activities 
and  specified  timeframes  is  effective 
from  June  4,  2010,  through  June  3,  2011. 
Following  issuance  of  the  LOA,  the 
Navy  submitted  a  revised  monitoring 
plan  for  their  activities  at  SNI.  NMFS 
has  issued  a  revised  LOA,  which 
incorporates  the  revised  monitoring 
plan,  to  replace  the  one  that  was 
previously  in  effect. 

DATES:  Effective  December  1,  2010, 
through  November  30,  2011. 
ADDRESSES:  The  LOA  and  supporting 
documentation  are  available  for  review 
by  writing  to  P.  Michael  Payne,  Chief, 
Permits,  Conservation,  and  Education 
Division,  Office  of  Protected  Resources, 
National  Marine  Fisheries  Service,  1315 
East-West  Highway,  Silver  Spring,  MD 
20910  or  by  telephoning  one  of  the 
contacts  listed  below  (FOR  FURTHER 
INFORMATION  CONTACT).  Documents  cited 
in  this  notice  may  be  viewed,  by 
appointment,  during  regular  business 
hours,  at  the  aforementioned  address 
and  at  the  Southwest  Regional  Office, 
NMFS,  501  West  Ocean  Boulevard, 
Suite  4200,  Long  Beach,  CA  90802. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michelle  Magliocca,  Office  of  Protected 
Resources,  NMFS,  301-713-2289,  or 
Monica  DeAngelis,  NMFS,  562-980- 
3232. 

SUPPLEMENTARY  INFORMATION: 
Background 

Section  101(a)(5)(A)  of  the  MMPA  (16 
U.S.C.  1361  et  seq.)  directs  the  Secretary 
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of  Commerce  to  allow,  upon  request,  the 
incidental,  but  not  intentional,  taking  of 
small  numbers  of  marine  mammals  by 
U.S.  citizens  who  engage  in  a  specified 
activity  (other  than  commercial  fishing) 
within  a  specified  geographical  region  if 
certain  findings  are  made  and 
regulations  are  issued.  However,  for 
military  readiness  activities,  the 
National  Defense  Authorization  Act 
(Pub.  L.  108-136)  removed  the  “small 
numbers”  and  “specified  geographical 
region”  limitations.  Under  the  MMPA, 
the  term  “take”  means  to  harass,  hunt, 
capture,  or  kill,  or  to  attempt  to  harass, 
hunt,  capture,  or  kill  marine  mammals. 

Authorization  may  be  granted  for 
periods  up  to  5  years  if  NMFS  finds, 
after  notification  and  opportunity  for 
public  comment,  that  the  taking  will 
have  a  negligible  impact  on  the  species 
or  stock(s)  of  meirine  mammals  and  will 
not  have  an  unmitigable  adverse  impact 
on  the  availability  of  the  species  or 
stock(s)  for  subsistence  uses.  In 
addition,  NMFS  must  prescribe  ^ 
regulations  that  include  permissible 
methods  of  taking  and  other  means  of 
effecting  the  least  practicable  adverse 
impact  on  the  species  and  its  habitat 
and  on  the  availability  of  the  species  for 
subsistence  uses,  paying  particular 
attention  to  rookeries,  mating  grounds, 
and  areas  of  similar  significance.  The 
regulations  must  include  requirements 
for  monitoring  and  reporting  of  such 
taking. 

Regulations  governing  the  taking  of 
Northern  elephant  seals  [Mirounga 
angustirostris).  Pacific  harbor  seals 
[Phoca  vitulina  richardsi],  and 
California  sea  lions  [Zalophus 
calif ornianus),  by  harassment, 
incidental  to  missile  launch  operations 
at  SNl,  were  issued  on  June  2,  2009,  and 
remain  in  effect  until  Jpne  2,  2014  (74 
FR  26580).  The  previous  2010  LOA 
under  these  regulations  was  issued  on 
June  4,  2010  (75  FR  28587).  For  more 
detailed  information  on  this  action,  , 
please  refer  to  these  documents.  The 
regulations  and  LOA  include  mitigation, 
monitoring,  and  reporting  requirements 
for  the  incidental  take  of  marine 
mammals  during  missile  launches  at 
SNl.  Northern  elephant  seals.  Pacific 
harbor  seals,  and  California  sea  lions  are 
found  on  various  haul-out  sites  and 
rookeries  on  SNl.  The  LOA  authorizes 
take  of  the  three  pinniped  species  listed 
above  that  may  result  from  the 
launching  of  up  to  40  missiles  from  SNl 
per  year.  Up  to  10  launches  per  year 
may  occur  at  night.  Nighttime  launches 
will  only  occur  when  required  by  the 
test  objectives,  e.g.,  when  testing  the 
Airborne  Laser  system.  The  noise 
generated  by  Navy  activities  may  result 
in  the  incidental  harassment  of 


pinnipeds,  both  behaviorally  and  in 
terms  of  physiological  (auditory) 
impacts.  The  noise  and  visual 
disturbances  from  missile  launches  may 
cause  the  animals  to  move  towards  or 
enter  the  water.  The  LOA  authorizes  the 
following  numbers  of  pinnipeds  to  be 
incidentally  taken  by  Level  B 
harassment  annually:  474  Northern 
elephant  seals;  467  Pacific  harbor  seals; 
and  1,606  California  sea  lions. 

Summary  of  the  Modification 

On  June  7,  2010,  NMFS  received  a 
proposed  revised  monitoring  plan  for 
vehicle  launches  at  SNl,  California,  in 
association  with  an  LOA  issued  on  June 
4,  2010  and  in  effect  through  June  3, 
2011.  The  revised  monitoring  plan  was 
updated  to  reflect  new  equipment  and 
procedures  proposed  by  the  Navy,  along 
with  a  proposal  to  discontinue  targeted 
monitoring  of  Northern  elephant  seals. 
After  reviewing  the  revised  monitoring 
plan,  the  Marine  Mammal  Commission 
(Commission)  further  recommended 
that  the  Navy  obtain,  analyze,  and 
review  existing  information  regarding 
potential  displacement  of  Northern 
elephant  seals.  Pacific  harbor  seals,  and 
California  sea  lions  from  those  rookeries 
and  haul  out  sites  affected  by  launch 
activities.  NMFS  marine  mammal 
surveys  from  SNl  have  since  been 
reviewed  for  any  indications  of 
decreasing  trends  in  pinniped 
abundance  or  changes  in  distribution 
•  since  the  take  of  marine  mammals 
incidental  to  launches  from  SNl  were 
authorized  beginning  in  August  2001. 
The  surveys  do  not  indicate  any 
significant  changes  in  abundance  or 
distribution.  The  following  are  the  only 
modifications  to  the  previous  2010 
LOA;  all  other  mitigation  and 
monitoring  requirements  remain 
unchanged. 

Nighttime  Launches 

The  Navy  recently  acquired  forward 
looking  infrared  (FLIR)  HS-324 
Command  thermal  imaging  cameras  for 
nighttime  monitoring  of  pinnipeds 
before,„during,  and  after  each  missile 
launch.  Previously,  no  cameras  were 
available  for  nighttime  monitoring  of 
pinniped  haul  put  sites.  The  thermal 
imaging  cameras,  made  by  FLIR 
Systems,  Inc.,  will  be  located  to 
overlook  haul  out  sites  up  to  6  hours 
prior  to  a  launch,  depending  on  safety 
restrictions.  Placement  of  the  cameras 
will  cause  minimal  disturbance  to 
pinnipeds  and  will  focus  on  a  subgroup 
of  pinnipeds  within  the  haul  out 
aggregation.  The  cameras  record  data 
internally  and  are  capable  of  storing 
more  than  5  hours  of  video;  however, 
they  do  not  record  sound,  so  no 


simultaneous  audio  recording  separate 
from  the  acoustic  monitoring  data, 
collected  as  described  in  the  regulations 
(74  FR  26580)  and  previous  2010  LOA 
(75  FR  28587),  will  be  available.  Navy 
biologists  will  make  direct  visual 
observations  of  the  pinniped  groups, 
prior  to  deployment  of  the  thermal 
imaging  cameras,  in  order  to  record 
weather  conditions,  species,  locations  of 
any  pinnipeds  hauled  out,  etc. 

Monitoring  of  Northern  Elephant  Seals 

The  Navy  will  eliminate  targeted 
monitoring  of  Northern  elephant  seals 
during  all  future  launches  of  Vandal- 
and  Coyote-size,  and  smaller,  vehicles 
on  SNL  During  the  majority  of  launches 
monitored  over  the  past  9  years. 
Northern  elephant  seals  exhibited  little 
reaction  to  vehicle  launches.  The  Navy’s 
most  recent  monitoring  report  estimated 
that  zero  Northern  elephant  seals  were 
harassed  by  launches  from  SNL  During 
future  launches.  Northern  elephant  seals 
would  only  be  monitored  if  they  happen 
to  be  alongside  other  monitored 
pinniped  species  [i.e.,  Pacific  harbor 
seals  and  California  sea  lions)  and  in  the 
camera’s  field  of  view.  Monitoring  sites 
will  be  chosen  based  primarily  on  the 
presence  of  Pacific  harbor  seals  and 
California  sea  lions;  however,  the  same 
number  of  sites  will  continue  to  be 
monitored.  By  eliminating  targeted 
monitoring  of  Northern  elephant  seals, 
the  Navy  will  focus  on  these  more 
responsive  pinniped  species  and 
remaining  questions  about  the 
frequency  and  extent  of  these  responses. 
All  other  aspects  of  the  Navy’s 
monitoring  requirements,  as  stated  in 
the  regulations  (74  FR  26580)  and 
previous  2010  LOA  (75  FR  28587),  will 
remain  the  same.  The  Navy  will  submit 
a  single  annual  report  for  the  period 
June  2010  through  November  2011. 

Summary  of  Activity  and  Monitoring 
Conducted  During  2010 

The  Navy  submitted  a  preliminary, 
qualitative  review  of  marine  mammal 
monitoring  activities  between  June  4, 
2010,  and  September  1,  2010,  as  part  of 
their  proposal  for  a  revised  monitoring 
plan.  The  review  briefly  describes  two 
single  launches  from  SNl  on  two 
different  days.  These  launches  occurred 
during  daylight  hours.  A  single  Coyote 
missile  was  launched  on  each  of  two 
days,  June  9  and  July  8,  2010,  from  the 
Alpha  Launch  Complex  located  190  m 
(623  ft)  above  sea  level  on  the  west- 
central  part  of  SNl.  For  each  launch, 
three  remote  video  cameras  and  three  or 
four  audio  recorders  were  deployed  at 
varying  distances  from  the  launch  site. 
Trained  staff  also  collected  general 
information  on  environmental 
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conditions  and  the  status  and  behavior 
of  focal  animal  groups  prior  to  and 
following  each  launch.  Behavioral 
responses  were  similar  to  those 
observed  during  previously  monitored 
launches.  The  authorized  level  of  take 
was  not  exceeded,  and  no  evidence  of 
injury  or  mortality  was  observed  during 
or  immediately  succeeding  the  launches 
for  the  monitored  pinniped  species. 

Comments  and  Responses 

A  request  for  public  comment  on  the 
revised  monitoring  plan  and  proposed 
authorization  was  published  on 
September  24,  2010  (75  FR  58365),  at 
the  recommendation  of  the  Commission. 
During  the  30-day  public  comment 
period,  NMFS  received  comments  from 
the  Commission  and  one  private  citizen. 
The  comment  from  the  private  citizen 
opposed  the  issuance  of  an 
authorization  without  any  specific 
substantiation  for  why  such  an 
authorization  should  not  be  issued.  For 
the  reasons  set  forth  in  this  notice  and 
the  associated  rulemaking  (74  FR  26580, 
June  2,  2009),  NMFS  believes  issuance 
of  an  authorization  is  appropriate. 
Following  are  the  comments  from  the 
Commission  and  NMFS’  responses: 

Comment  l;The  Commission 
recommends  that  NMFS  initiate  such  a 
rulemaking  or  provide  adequate 
justification  to  support  a  determination 
that  rulemaking  is  not  required  to 
amend  section  216.155  of  the 
regulations  to  authorize  the  Navy  to 
discontinue  monitoring  the  potential 
effects  of  launches  on  Northern  elephant 
seals. 

Response:  NMFS  has  determined  that 
a  rulemaking  is  not  required  to  amend 
section  216.155  of  the  regulations  to 
authorize  the  Navy  to  discontinue 
monitoring  the  potential  effects  of 
launches  on  Northfern  elephant  seals. 
Part  (b)  of  this  section  states  that  “The 
National  Marine  Fisheries  Serxdce  must 
be  informed  immediately  of  any  changes 
or  deletions  to  any  portions  of  the 
proposed  monitoring  plan  submitted,  in 
accordance  with  the  Letter  of 
Authorization.”  The  Navy  made  NMFS 
aware  of  such  changes.  Furthermore,  the 
regulatory  text  does  not  require 
monitoring  of  all  species  present  at  SNI. 
The  visual  land-based  and  acoustic 
monitoring  requirements  in  50  CFR 
216.155  state  that  three  haul-out  sites 
will  be  observed  using  autonomous 
digital  video  cameras  and  acoustic 
equipment:  this  requirement  remains  in 
effect  under  the  revised  LOA.  Visual 
land-based  monitoring  will  actually  be 
enhanced  under  this  LOA  through  the 
use  of  FLIR  thermal  imaging  cameras 
during  nighttime  launches. 


Comment  2:  The  Commission 
recommends  that  NMFS  clarify  the  : 
intent  of  50  CFR  216.158(a)(1)  of  its 
regulations  and  explain  why  it  does  not 
believe  that  the  Navy  should  be  held  to 
the  commitment  that  there  would  be  no 
substantial  modifications  to  the 
monitoring  program  to  be  carried  out 
during  the  12  months  covered  by  the 
previous  2010  LOA. 

Response:  NMFS  has  determined  that 
the  Navy’s  modifications  to  their 
monitoring  program  for  launch  activities 
at  SNI  are  not  substantial.  The  Navy  will 
continue  to  report  on  the  same  number 
of  monitoring  locations  as  have  been 
authorized  in  previous  LOAs.  The  Navy 
will  no  longer  target  Northern  elephant 
seals;  however,  this  species  may  still  be 
observed  if  it  overlaps  with  other 
pinnipeds  at  the  designated  monitoring 
locations.  This  implementation  of 
adaptive  management  wdll  allow  the 
Navy  to  focus  their  monitoring  and 
research  on  other  more  responsive 
pinniped  species  at  SNI. 

Comment  3:  The  Commission 
recommends  that  NMFS-  provide  the 
Commission  and  the  public  with  the 
information  necessary  to  evaluate  the 
conclusion  that  there  has  been  no 
displacement  of  pinnipeds  from 
rookeries  and  haul-out  sites  in  the  areas 
potentially  affected  by  launch  activities. 

Response:  Based  on  unpublished 
NMFS  survey  data  from  2000  to  2005, 
there  has  been  an  overall  107  percent 
increase  in  Northern  elephant  seal  pups 
in  locations  directly  within  or  adjacent 
to  the  Navy’s  anticipated  launch 
azimuths.  The  area  with  the  highest 
increase  of  non-pups  between  2000  and 
2005  also  took  place  in  locations 
directly  within  or  adjacent  to  the  Navy’s 
anticipated  launch  azimuths.  In 
contrast,  other  areas  of  SNI’s  perimeter 
show  an  overall  decrease  in  both 
Northern  elephant  seal  pups  and  non¬ 
pups,  with  the  greatest  observed  change 
being  a  decrease  of  1,616  Northern 
elephant  seals  near  the  southeast  region 
of  the  island. 

Comment  4;  The  Commission 
recommends  that  NMFS  develop  and 
implement  a  monitoring  strategy 
designed  to  determine  whether  there  are 
gaps  in  the  available  information  for 
assessing  possible  long-term  effects  and, 
if  so,  to  what  extent  the  cumulative 
effects  of  repeated  launch  activities 
might  be  displacing  pinnipeds. 

Response:  NMFS  has  determined  that 
the  Navy’s  current  monitoring  strategy 
is  sufficient  to  determine  if  there  are  any 
long-term  effects  to  pinnipeds  from 
launch  activities  at  SNI.  NMFS 
biologists  have  been  monitoring 
pinnipeds  on  SNI  since  2000  and  will 
continue  to  do  so  under  this  LOA. 


Authorization 

The  Navy  complied  with  the 
requirements  of  the  previous  2010  LOA 
and  NMFS  has  determined  that  there 
was  no  evidence  of  pinniped  injuries  or 
fatalities  related  to  the  June  and  July 
2010  vehicle  launches  from  SNI.  The 
Navy’s  activities  fell  within  the  scope  of 
the  activities  analyzed  in  the  2009  rule, 
and  the  observed  take  did  not  exceed 
that  authorized  in  the  previous  2010 
LOA.  NMFS  has  determined  that  this 
action  would  continue  to  have  a 
negligible  impact  on  the  affected  species 
or  stocks  of  marine  mammals  on  SNI, 
and  there  are  no  subsistence  uses  of 
these  three  pinniped  species  in 
California  waters.  Accordingly,  NMFS 
has  issued  a  revised  LOA  to  the  Navy 
authorizing  the  take  of  three  marine 
mammal  species,  by  harassment, 
incidental  to  missile  launch  activities 
from  SNI.  The  revised  LOA  will  expire 
one  year  from  the  date  of  issuance  and 
the  Navy  has  agreed  to  operate  under 
their  animal  authorized  take  numbers 
for  the  extended  period  of  June  2010 
through  November  2011. 

Dated:  November  18,  2010. 

James  H.  Lecky, 

Deputy  Director,  Office  of  Protected 
Resources,  National  Marine  Fisheries  Service. 
IFR  Doc.  2010-29656  Filed  11-23-10;  8:45  am) 

BILLING  CODE  3510-22-P 


CONSUMER  PRODUCT  SAFETY 
COMMISSION 

Sunshine  Act  Meeting  Notice 

TIME  AND  DATE:  Wednesday,  December 
1,  2010;  10  a.m.-ll  a.m. 

PLACE:  Hearing  Room  420,  Bethesda 
Towers,  4330  East  West  Highway, 
Bethesda,  Maryland. 

STATUS:  Closed  to  the  Public. 

Matter  To  Be  Considered: 

Compliance  Status  Report 

The  Commission  staff  will  brief  the 
Commission  on  the  status  of  compliance 
matters. 

For  a  recorded  message  containing  the 
latest  agenda  information,  call  (301) 
504-7948. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Todd  A.  Stevenson,  Office  of  the 
Secretary,  U.S.  Consumer  Product 
Safety  Commission,  4330  East  West 
Highway,  Bethesda,  MD  20814,  (301) 
504-7923. 

Dated;  November  19,  2010. 

Todd  A.  Stevenson, 

Secretary. 

[FR  Doc.  2010-29830  Filed  11-22-10;  4;16  pm] 
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department  of  education 

Notice  of  Submission  for  0MB  Review 

agency:  Department  of  Education. 
action:  Comment  request. 

SUMMARY:  The  Director,  Information 
Collection  Clearance  Division, 

Regulatory  Information  Management 
Services,  Office  of  Management  invites 
comments  on  the  submission  for  OMB 
review  as  required  by  the  Paperwork 
Reduction  Act  of  1995  (Pub.  L.  104-13). 
DATES:  Interested  persons  are  invited  to 
submit  comments  on  or  before 
December  27,  2010. 

ADDRESSES:  Written  comments  should 
be  addressed  to  the  Office  of 
Information  and  Regulatory  Affairs, 
Attention:  Education  Desk  Officer, 

Office  of  Management  and  Budget,  725 
17th  Street,  NW.,  Room  10222,  New 
Executive  Office  Building,  Washington, 
DC  20503,  be  faxed  to  (202)  395-5806  or 
e-mailed  to 

oira_submission@omb.eop.gov  with  a 
cc:  to  ICDocketMgr@ed.gov.  Please  note 
that  written  comments  received  in 
response  to  this  notice  will  be 
considered  public  records. 
SUPPLEMENTARY  INFORMATION:  Section 
3506  of  the  Paperwork  Reduction  Act  of 
1995  (44  U.S.C.  Chapter  35)  requires 
that  the  Office  of  Management  and 
Budget  (OMB)  provide  interested 
Federal  agencies  and  the  public  an  early 
opportunity  to  comment  on  information 
collection  requests.  The  OMB  is 
particularly  interested  in  comments 
which:  (1)  Evaluate  whether  the 
proposed  collection  of  information  is 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility;  (2)  Evaluate  the 
accuracy  of  the  agency’s  .estimate  of  the 
burden  of  the  proposed  collection  of 
information,  including  the  validity. of 
the  methodology  and  assumptions  used; 
(3)  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (4)  Minimize  the  burden 
of  the  collection  of  information  on  those 
who  are  to  respond,  including  through 
the  use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology. 

Dated;  November  18,  2010. 

Darrin  A.  King, 

Director,  Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of  Management. 

Office  of  Elementary  and  Secondary 
Education 

Type  of  Review:  Revision. 


Title  of  Collection:  Migrant  Education 
Program  (NffiP)  Migrant  Student 
Information  Exchange  (MSIX)  and 
Minimum  Data  Elements. 

OMB  Control  Number:  1810-0683. 

Agency  Form  Number(s):  N/A. 

Frequency  of  Responses:  According  to 
the  frequency  intervals  described  in  the 
supporting  statement. 

Affected  Public:  State,  Local,  or  Tribal 
Government,  State  Educational 
Agencies  or  Local  Educational  Agencies. 

Total  Estimated  Number  of  Annual 
Responses:  17,520. 

Total  Estimated  Annual  Burden 
Hours:  360,491. 

Abstract:  The  collection  is  necessary 
to  extend  collection  of  the  existing  data 
elements  as  well  as  add  three  new  data 
elements  and  two  new  values  to  the  set 
of  minimum  data  elements  that  are 
collected  and  transferred  between  State 
migrant  education  programs  (MEPs)  as 
part  of  a  larger  mandated  Migrant 
Student  Information  Exchange  (MSIX). 
State  educational  agencies  (SEAs)  with 
MEPs  will  transfer  the  minimum  data 
elements  using  the  MSIX  in  order  to 
facilitate  timely  class  placement  and 
credit  accrual  for  migratory  children. 

Requests  for  copies  of  the  information 
collection  submission  for  OMB  review 
may  be  accessed  from  the  RegInfo.gov 
Web  site  at  http://www.reginfo.gov/ 
public/do/PRAMain  or  from  the  ' 
Department’s  Web  site  at  http:// 
edicsweb.ed.gov,  by  selecting  the 
“Browse  Pending  Collections”  link  and 
by  clicking  on  link  number  4364.  When 
you  access  the  information  collection, 
click  on  “Download  Attachments  ”  to 
view.  Written  requests  for  information 
should  be  addressed  to  U.S.  Department 
of  Education,  400  Maryland  Avenue, 
SW.,  LBJ,  Washington,  DC  20202-^537. 
Requests  may  also  be  electronically 
mailed  to  the  Internet  address 
ICDocketMgr@ed.gov  or  faxed  to  202- 
401-0920.  Please  specify  the  complete 
title  of  the  information  collection  and 
OMB  Control  Number  when  making 
your  request. 

Individual?  who  use  a 
telecommunications  device  for  the  deaf 
(TDD)  may  call  the  Federal  Information 
Relay  Service  (FIRS)  at  1-800-877- 
8339. 

[FR  Doc.  2010-t29634  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4000-01-P 


DEPARTMENT  OF  EDUCATION 

Notice  of  Proposed  Information 
Collection  Requests 

AGENCY:  Department  of  Education. 
ACTION:  Comment  Request. 


SUMMARY:  The  Department  of  Education 
(the  Department),  in  accordance  with 
the  Paperwork  Reduction  Act  of  1995 
(PRA)  (44  U.S.C.  3506(c)(2)(A)), 
provides  the  general  public  and  Federal 
agencies  with  an  opportunity  to 
comment  on  proposed  and  continuing 
collections  of  information.  This  helps 
the  Department  assess  the  impact  of  its 
information  collection  requirements  and 
minimize  the  reporting  burden  on  the 
public  and  helps  the  public  understand 
the  Department’s  information  collection 
requirements  and  provide  the  requested 
data  in  the  desired  format.  The  Director, 
Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of 
Management,  invites  comments  on  the 
proposed  information  collection 
requests  as  required  by  the  Paperwork 
Reduction  Act  of  1995. 

DATES:  Interested  persons  are  invited  to 
submit  comments  on  or  before  January 
24, 2011. 

ADDRESSES:  Comments  regarding  burden 
and/or  the  collegtion  activity 
requirements  should  be  electronically 
mailed  to  ICDocketMgr@ed.gov  or 
mailed  to  U.S.  Department  of  Education, 
400  Maryland  Avenue,  SW.,  LBJ, 
Washington,  DC  20202-4537.  Please 
note  that  written  comments  received  in 
response  to  this  notice  will  be 
considered  public  records. 

SUPPLEMENTARY  INFORMATION:  Section 
3506  of  the  Paperwork  Reduction  Act  of 
1995  (44  U.S.C.  Chapter  35)  requires 
that  Federal  agencies  provide  interested 
parties  an  early  opportunity  to  comment 
on  information  collection  requests.  The 
Director,  Information  Collection 
Clearance  Division,  Regulatory 
Information  Management  Services, 
Office  of  Management,  publishes  this 
notice  containing  proposed  information 
collection  requests  at  the  beginning  of 
the  Departmental  review  of  the 
information  collection.  The  Department 
of  Education  is  especially  interested  in 
public  comment  addressing  the 
following  issues:  (1)  Is  this  collection 
necessary  to  the  proper  functions  of  the 
Department:  (2)  will  this  information  be 
processed  and  used  in  a  timely  manner; 

(3)  is  the  estimate  of  burden  accurate; 

(4)  how  might  the  Department  enhance 
the  quality,  utility,  and  clarity  of  the 
information  to  be  collected;  and  (5)  how 
might  the  Department  minimize  the 
burden  of  this  collection  on  the 
respondents,  including  through  the  use 
of  information  technology. 
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Dated:  November  19,  2010. 

Darrin  A.  King, 

Director,  Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of  Management. 

Office  of  the  Secretary 

Type  of  Review:  Extension. 

Title  of  Collection:  ED-524  Budget 
Information  Non-Construction  Programs 
Form  and  Instructions. 

OMB  Control  Number:  1894-0008. 

Agency  Form  Numbeifs):  Department 
of  Education  (ED)  524  Form. 

Frequency  of  Responses:  New 
Awards. 

Affected  Public:  Businesses  or  other 
for-profit:  State,  Local,  or  Tribal 
Government,  State  Educational 
Agencies  or  Local  Educational  Agencies; 
Not-for-profit  institutions. 

Total  Estimated  Number  of  Annual 
Responses:  18,900. 

Total  Estimated  Number  of  Annual 
Burden  Hours:  330,750. 

Abstract:  The  ED  524  form  and 
instructions  are  included  in  U.S. 
Department  of  Education  discretionary 
grant  application  packages  and  are 
needed  in  order  for  applicants  to  submit 
summary-level  budget  data  by  budget 
category,  as  well  as  a  detailed  budget 
narrative,  to  request  and  justify  their 
proposed  grant  budgets  which  are  part 
of  their  grant  applications. 

Requests  for  copies  of  the  proposed 
information  collection  request  may  be 
accessed  from  http://edicsweb.ed.gov, 
by  selecting  the  “Browse  Pending 
Collections”  link  and  hy  clicking  on  link 
number  4451.  When  you  access  the 
information  collection,  click  on 
“Download  Attachments”  to  view. 
Written  requests  for  information  should 
be  addressed  to  U.S.  Department  of 
Education,  400  Maryland  Avenue,  SW., 
LBJ,  Washington,  DC  20202-^537. 
Requests  may  also  be  electronically 
mailed  to  lCDocketMgr@ed.gov  or  faxed 
to  202—401-0920.  Please  specify  the 
complete  title  of  the  information 
collection  and  OMB  Control  Number 
when  making  your  request. 

Individuals  who  use  a 
telecommunications  device  for-  the  deaf 
(TDD)  may  call  the  Federal  Information 
Relay  Service  (FIRS)  at  1-800—877- 
8339. 

[FR  Doc.  2010-29622  Filed  11-23-10;  8:45  am) 
BiLLING  CODE  4000-<)1-P 


DEPARTMENT  OF  EDUCATION 

Notice  of  Proposed  Information 
Collection  Requests 

AGENCY:  Department  of  Education. 
ACTION:  Comnaent  request. 


SUMMARY:  The  Department  of  Education 
(the  Department),  in  accordance  with 
the  Paperwork  Reduction  Act  of  1995 
(PRA)  (44  U.S.C.  3506(c)(2)(A)), 
provides  the  general  public  and  Federal 
agencies  with  an  opportunity  to 
comment 'on  proposed  and  continuing 
collections  of  information.  This  helps 
the  Department  assess  the  impact  of  its 
information  collection  requirements  and 
minimize  the  reporting  burden  on  the 
public  and  helps  the  public  understand 
the  Department’s  information  collection 
requirements  and  provide  the  requested 
data  in  the  desired  format.  The  Director, 
Information  Collection  Clearance  • 
Division,  Regulatory  Information 
Management  Services,  Office  of 
Management,  invites  comments  on  the 
proposed  information  collection 
requests  as  required  by  the  Paperwork 
Reduction  Act  of  1995. 

DATES:  Interested  persons  are  invited  to 
submit  comments  on  or  before  January 
24,2011. 

ADDRESSES:  Comments'  regarding  burden 
and/or  the  collection  activity 
requirements  should  he  electronically 
mailed  to  ICDocketMgr@ed.gov  or 
mailed  to  U.S.  Department  of  Education, 
400  Maryland  Avenue,  SW,  LBJ, 
Washington,  DC  20202-4537.  Please 
note  that  written  comments  received  in 
response  to  this  notice  will  he 
considered  public  records. 

SUPPLEMENTARY  INFORMATION:  Section 
3506  of  the  Paperwork  Reduction  Act  of 
1995  (44  U.S.C.  Chapter  35)  requires 
that  Federal  agencies  provide  interested 
parties  an  early  opportunity  to  comment 
on  information  collection  requests.  The 
Director,  Information  Collection 
Clearance  Division,  Regulatory 
Information  Management  Services, 
Office  of  Management,  publishes  this 
notice  containing  proposed  information 
collection  requests  at  the  beginning  of 
the  Departmental  review  of  the 
information  collection.  The  Department 
of  Education  is  especially  interested  in 
public  comment  addressing  the 
following  issues:  (1)  Is  this  collection 
necessary  to  the  proper  functions  of  the 
Department:  (2)  will  this  information  be 
processed  and  used  in  a  timely  manner; 

(3)  is  the  estimate  of  burden  accurate; 

(4)  how  might  the  Department  enhance 
the  quality,  utility,  and  clarity  of  the 
information  to  be  collected;  and  (5)  how 
might  the  Department  minimize  the 
burden  of  this  collection  on  the 
respondents,  including  through  the  use 
of  information  technology. 


Dated:  November  19,  2010. 

Darrin  A.  King, 

Director,  Information  Collection  Clearance 
Division,  Regulatory  Information 
Management  Services,  Office  of  Management 

Institute  of  Education  Sciences 

Type  of  Review:  New. 

Title  of  Collection:  Evaluation  of  the 
Regional  Educational  Laboratories. 

OMB  Control  Number:  Pending. 

Agency  Form  Number(s):  N/A. 

Frequency  of  Responses:  Once. 

Affected  Public:  State,  Local,  or  Tribal 
Government,  State  Educational 
Agencies  or  Local  Educational  Agencies. 

Total  Estimated  Number  of  Annual 
Responses:  11,760. 

Total  Estimated  Number  of  Annual 
Burden  Hours:  1,960. 

Abstract:  As  one  component  of  the 
evaluation  of  the  Regional  Educational 
Laboratories  (RELs)  mandated  by  the 
Education  Sciences  Reform  Act  of  2002 
(Title  I,  Part  D,  Section  174),  the 
National  Center  for  Education 
Evaluation  and  Regional  Assistance 
plans  to  survey  potential  and  actual 
RELs  customers  to  answer  the  following 
questions:  (1)  How  aware  are  state  and 
local  educational  agency  officials  of  the 
products  and  activities  of  the  RELs?  (2) 
How  relevant  are  the  REL  technical 
assistance  products  and  activities  to  the 
needs  of  the  states,  localities,  and 
policymakers  in  their  regions?  (3)  How 
useful  have  the  RELs  technical 
assistance  products  and  activities  been 
to  the  states,  localities,  and 
policymakers  in  the  regions?  The  data 
gathered  from  this  web-based  survey  of 
state  and  local  educational  agency 
officials  will  inform  the  decisions  of 
program  administrators,  policymakers, 
and  the  public. 

Requests  for  copies  of  the  proposed 
information  collection  request  may  be 
accessed  from  http://edicsweb.ed.gov,  ,.j 
by  selecting  the  “Browse  Pending 
Collections”  link  and  by  clicking  on  link 
number  4452.  When  you  access  the 
information  collection,  click  on 
“Download  Attachments”  to  view. 
Written  requests  for  information  should 
be  addressed  to  U.S.  Department  of 
Education,  400  Maryland  Avenue,  SW., 
LBJ,  Washington,  DC  20202-4537. 
Requests  may  also  be  electronically 
mailed  to  ICDocketMgr@ed.gov  or  faxed 
to  202—401-0920.  Please  specify  the  .;j 
complete  title  of  the  information 
collection  and  OMB  Control  Number 
when  making  your  request. 

Individuals  who  use  a 
telecommunications  device  for  the  deaf 
(TDD)  may  call  the  Federal  Information 
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Relay  Service  (FIRS)  at  1-800-877- 
8339. 

[FRDoc.  2010*^29621  Filed  11-23-10;  8:45  am] 
BILLING  CODE  4000-01 -P 


ELECTION  ASSISTANCE  COMMISSION 

Sunshine  Act  Notice 

agency:  U.S.  Election  Assistance 
Commission. 

ACTION:  Notice  of  Public  Meeting  and 
Roundtable  Discussion. 


DATE  AND  TIME:  Thursday,  December  2, 
2010.  10-11:30  a.m.  (EST).  1:30-5  p.m. 
(EST). 

PLACE:  U.S.  Election  Assistance 
Commission,  1225  New  York  Ave., 

Suite  150,  Washington,  DC  20005,  202- 
566-3100. 

MEETING  AGENDA:  The  Commission  will 
hold  a  public  meeting  to  receive  updates 
on  the  fallowing  topics:  Commercial  off- 
the-shelf  (COTS)  products;  election 
official  mentorship  project. 
Commissioners  will  consider  other 
administrative  matters. 

ROUNDTABLE  DISCUSSION:  The 
Commission  will  host  a  roundtable 
discussion  with  participants  from  the 
election  official  community  and  voting 
manufacturer  industries  to  review  the 
2010  election. 

Members  of  the  public  may  observe 
but  not  participate  in  EAC  meetings 
imless  this  notice  provides  otherwise. 
Members  of  the  public  may  use  small 
electronic  audio  recording  devices  to 
record  the  proceedings.  The  use  of  other 
recording  equipment  and  cameras 
requires  advance  notice  to  and 
coordination  with  the  Commission’s 
Communications  Office.* 

*  View  EAC  Regulations 
Implementing  Governmept  in  the 
Sunshine  Act. 

This  meeting  and  hearing  will  be 
open  to  the  public. 

PERSON  TO  CONTACT  FOR  INFORMATION: 

Bryan  Whitener,  Telephone:  (202)  566- 
3100. 

Alice  Miller, 

Chief  Operating  Officer.  U.S.  Election 
Assistance  Commission. 

[FRDoc.  2010-29791  Filed  11-22-10;  4:15  pm] 

BILLING  CODE  6820-KF-P 


DEPARTMENT  OF  ENERGY 

Environmental  Management  Site- 
Specific  Advisory  Board,  Nevada 

AGENCY:  Department  of  Energy. 
ACTION:  Notice  of  open  meeting. 


SUMMARY:  This  notice  announces  a 
meeting  of  the  Industrial  Sites  and  Soils 
Committees  of  the  Environmental 
Management  Site-Specific  Advisory 
Board  (EM  SSAB),  Nevada.  The  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463,  86  Stat.  770)  requires  that  public 
notice  of  this  meeting  be  announced  in 
the  Federal  Register. 

DATES:  Monday,  December  13,  2010, 

3  p.m. 

ADDRESSES:  Atomic  Testing  Museum, 

755  East  Flamingo  Road,  North  Las 
Vegas,  Nevada  89119. 

FOR  FURTHER  INFORMATION  CONTACT: 
Denise  Rupp,  Board  Administrator,  232 
Energy  Way,  M/S  505,  North  Las  Vegas, 
Nevada  89030.  Phone:  (702)  657-9088; 
Fax  (702)  295-5300  or  E-mail: 
n  tscab@n  v.  doe.gov. 

SUPPLEMENTARY  INFORMATION: 

Purpose  of  the  Board:The  purpose  of 
the  Board  is  to  make  recommendations 
to  DOE-EM  and  site  management  in  the 
areas  of  environmental  restoration, 
waste  management,  and  related 
activities. 

Purpose  of  the  Industrial  Sites 
Committee:  The  purpose  of  the 
Committee  is  to  review  and  makes 
recommendations  on  industrial  sites  at 
the  Nevada  Test  Site  including 
decontamination,  closure,  re-use  and/or 
demolition. 

Purpose  of  the  Soils  Committee:  The 
purpose  of  the  Committee  is  to  focus  on 
issues  related  to  soil  contamination  at 
the  Nevada  Test  Site  including 
decontamination  and  closure. 

Tentative  Agenda:  The  Committee 
members  will  meet  with  the 
Environmental  Restoration  Project 
Director  to  discuss  current  activities! 

Public  Participation:  The  EM  SSAB, 
Nevada,  welcomes  the  attendance  of  the 
public  at  its  meetings  and  will  make 
every  effort  to  accommodate  persons 
with  physical  disabilities  or  special 
needs.  If  you  require  special 
accommodations  due  to  a  disability, 
please  contact  Denise  Rupp  at  least 
seven  days  in  advance  of  the  meeting  at 
the  phone  number  listed  above.  Written 
,  statements  may  be  filed  with  the 
Committee  either  before  or  after  the 
meeting.  Individuals  who  wish  to  make 
oral  presentations  pertaining  to  agenda 
items  should  contact  Denise  Rupp  at  the 
telephone  number  listed  above.  The 
request  must  be  received  five  days  prior 
to  the  meeting  and  reasonable  provision 
will  be  made  to  include  the  presentation 
in  the  agenda.  The  Deputy  Designated 
Federal  Officer  is  empowered  to 
conduct  the  meeting  in  a  fashion  that 
will  facilitate  the  orderly  conduct  of 
business.  Individuals  wishing  to  make 
public  comments  will  be  provided  a 


maximum  of  five  minutes  to  present 
their  comments. 

Minutes:  Minutes  will  be  available  by 
writing  to  Denise  Rupp  at  the  address 
listed  above  or  at  the  following  Web 
site:  http://www.nv.doe.gov/ntscab/ 
MeetingMinutes.  aspx. 

Issued  at  Washington,  DC,  on  November 
18, 2010. 

Rachel  Samuel, 

Deputy  Committee  Management  Officer. 

]FR  Doc.  2010-29601  Filed  11-23-10;  8:45  am] 

BILLING  CODE  645(M>1-P 


DEPARTMENT  OF  ENERGY 

Reimbursement  for  Cqsts  of  Remedial 
Action  at  Active  Uranium  and  Thorium 
Processing  Sites 

agency:  Department  of  Energy. 

ACTION:  Notice  of  the  acceptance  of  Title 
X  claims  during  fiscal  year  (FY)  2011. 

SUMMARY:  This  Notice  announces  the 
Department  of  Energy  (DOE)  acceptance 
of  claims  in  FY  2011  from  eligible  active 
uranium  and  thorium  processing  site 
licensees  for  reimbursement  under  Title 
X  of  the  Energy  Policy  Act  of  1992.  In 
FY  2009,  Congress  appropriated  $70 
million  for  Title  X  in  the  American 
Recovery  and  Reinvestment  Act  of  2009 
(Recovery  Act).  In  addition.  Congress 
provided  $10  million  for  Title  X  through 
the  normal  appropriation  process.  As  of 
the  end  of  FY  2010,  there  are 
approximately  $24.3  million  of 
Recovery  Act  funds  available  for 
reimbursement  in  FY  2011,  as  well  as 
the  $10  million  provided  by  the  FY 
2009  appropriation.  Approximately  $9 
million  of  the  Recovery  Act  funds  will 
be  reimbursed  to  licensees  in  early 
calendar  year  2011  following  the  review 
of  claims  received  by  April  30,  2010. 
DATES:  The  closing  date  for  the 
submission  of  claims  in  FY  2011  is 
April  29,  2011.  These  new  claims  will 
be  processed  for  payment  by  April  30, 
2012,  together  with  any  eligible  unpaid 
approved  claim  balances  from  prior 
years,  based  on  the  availability  of  funds 
from  congressional  appropriations.  If 
the  total  of  approved  claim  amounts 
exceeds  the  available  funding,  the 
approved  claim  amounts  will  be 
reimbursed  on  a  prorated  basis.  All 
reimbursements  are  subject  to  the 
availability  of  funds  from  congressional 
appropriations. 

ADDRESSES:  Claims  should  be  forwarded 
by  certified  or  registered  mail,  return 
receipt  requested,  to  Mr.  David  Alan 
Hicks,  Title  X  Program  Manager,  U.S. 
Department  of  Energy /EMCBC,  @ 
Denver  Federal  Center,  P.O.  Box  25547, 
Denver,  Colorado  80225-0547.  Two 
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copies  of  the  claim  should  be  included 
with  each  submission.  . 

FOR  FURTHER  INFORMATION  CONTACT: 

Contact  David  Mathes  at  (301)  903—7222 
of  the  U.S.  Department  of  Energy,  Office 
of  Environmental  Management,  Office  of 
Disposal  Operations. 

SUPPLEMENTARY  INFORMATION;  DOE 

published  a  final  rule  under  10  CFR  Part 
765  in  the  Federal  Register  on  May  23, 
1994,  (59  FR  26714)  to  carry  out  the 
requirements  of  Title  X  of  the  Energy  . 
Policy  Act  of  1992  (sections  1001-1004 
of  Pub.  L.  102-486,  42  U.S.C.  2296a  et 
seq.)  and  to  establish  the  procedures  for 
eligible  licensees  to  submit  claims  for 
reimbursement.  DOE  amended  the  final 
rule  on  June  3,  2003,  (68  FR  32955)  to 
adopt  several  technical  and 
administrative  amendments  (e.g., 
statutory  increases  in  the 
reimbursement  ceilings).  Title  X 
requires  DOE  to  reimburse  eligible 
uranium  and  thorium  licensees  for 
certain  costs  of  decontamination, 
decommissioning,  reclamation,  and 
other  remedial  action  incurred  by 
licensees  at  active  uranium  and  thorium 
processing  sites  to  remediate  byproduct 
material  generated  as  an  incident  of 
sales  to  the  United  States  Government. 
To  be  reimbursable,  costs  of  remedial 
action  must  be  for  work  which  is 
necessary  to  comply  with  applicable 
requirements  of  the  Uranium  Mill 
Tailings  Radiation  Control  Act  of  1978 
(42  U.S.C.  7901  et  seq.)  or,  where 
appropriate,  with  requirements 
established  by  a  State  pursuant  to  a 
discontinuance  agreement  under  section 
274  of  the  Atomic  Energy  Act  of  1954 
(42  U.S.C.  2021).  Claims  for 
reimbursement  must  be  supported  by 
reasonable  documentation  as 
determined  by  DOE  in  accordance  with 
10  CFR  part  765.  Funds  for 
reimbursement  will  be  provided  from 
the  Uranium  Enrichment 
Decontamination  and  Decommissioning 
Fund  established  at  the  Department  of 
Treasury  pursuant  to  section  1801  of  the 
Atomic  Energy  Act  of  1954  (42  U.S.C. 
2297g).  Payment  or  obligation  of  funds 
shall  be  subject  to  the  requirements  of 
the  Anti-Deficiency  Act  (31  U.S.C. 

1341). 

Authority:  Section  1001-1004  of  Pub.  L. 
102-486, 106  Stat.  2776  (42  U.S.C.  2296a  et 
seq.). 

Issued  in  Washington,  DC,  on  this  17th  of 
November  2010. 

David  E.  Mathes, 

Office  of  Disposal  Operations,  Office  of 
Technical  and  Regulatory  Support. 

(FR  Doc.  2010-29605  Filed  11-23-10;  8:45  am] 

BILLING  CODE  64SO-01-P 


FEDERAL  ENERGY  REGULATORY 
COMMISSION 

[Docket  No.  IC11-725D-000;  FERC-725d  ] 

Commission  Information  Coliection 
Activities;  Comment  Request; 

Extension 

November  17,  2010. 

AGENCY:  Federal  Energy  Regulatory 
Commission. 

ACTION:  Notice  of  proposed  information 
collection  and  request  for  comments. 

SUMMARY:  In  compliance  with  the 
requirements  of  section  3506(c)(2)(A)  of 
the  Paperwork  Reduction  Act  of  1995, 

44  U.S.C.  3506(c)(2)(A)  (2006),  (Pub.  L. 
104-13),  the  Federal  Energy  Regulatory 
Commission  (Commission  or  FERC)  is 
soliciting  public  comment  on  the 
proposed  information  collection 
described  below. 

DATES:  Comments  in  consideration  of 
the  collection  of  information  are  due 
January  24,  2011. 

ADDRESSES:  Cemmenters  must  send  an 
original  of  their  comments  to:  Federal 
Energy  Regulatory  Commission, 
Secretary  of  the  Commission,  888  First 
Street,  NE.,  Washington,  DC  20426. 
Comments  may  be  filed  either  on  paper 
or  on  CD/DVD,  and  should  refer  to 
Docket  No.  ICl  1-7^5 D-000.  Documents 
must  be  prepared  in  an  acceptable  filing 
format  and  in  compliance  with 
Commission  submission  guidelines  at 
http://www.ferc.gov/help/submission- 
guide.asp.  eFiling  and  eSubscription  are 
not  available  for  Docket  No.  IC11-725D- 
000,  due  to  a  system  issue. 

All  comments  and  FERC  issuances 
may  be  viewed,  printed  or  downloaded 
remotely  through  FERC’s  eLibrary  at 
h  ttp://  www.ferc.gov/  docs-filing/ 
elibrary.asp,  by  searching  on  Docket  No. 
IC11-725D.  For  user  assistance,  contact 
FERC  Online  Support  by  e-mail  at 
ferconlinesupport@ferc.gov,  or  by  phone 
at:  (866)  208-3676  (toll-free),  or  (202) 
502-8659  for  TTY. 

FOR  FURTHER  INFORMATION  CONTACT: 
Ellen  Brown  may  be  reached  by  e-mail 
at  DataClearance@FERC.gov,  telephone 
at  (202)  502-8663,  and  fax  at  (202)  273- 
0873. 

SUPPLEMENTARY  INFORMATION:  The 

information  collected  by  the  FERC- 
725D,  “Facilities  Design,  Connections 
and  Maintenance  Reliability  Standards” 
(0MB  Control  No.  1902-0247),  is 
required  to  implement  Ihe  statutory 
provisions  of  section  215  of  the  Federal 
Power  Act  (FPA)  (16  USC  824o).  On 
August  8,  2005,  the  Electricity 
Modernization  Act  of  2005,  which  is 
Title  XII,  Subtitle  A,  of  the  Energy 
Policy  Act  of  2005  (EPAct  2005),  was 


enacted  into  law.i  EPAct  2005  added  a 
new  section  215  to  the  FPA,  which 
required  a  Commission-certified  Electric 
Reliability  Organization  (ERO)  to 
develop  mandatory  and  enforceable 
reliability  standards,  which  are  subject 
to  CoTnmission  review  and  approval. 

Once  approved,  the  reliability  standar''s  ’ 
may  be  enforced  by  the  ERO  subject  to 
Commission  oversight,  or  the 
Commission  can  independently  enforce 
reliability  standards. ^ 

On  February  3,  2006,  the  Commission 
issued  Order  No.  672,  implementing 
section  215  of  the  FPA.  Pursuant  to 
Order  No.  672,  the  Commission  certified 
one  organization.  North  American 
Electric  Reliability  Council  (NERC),  as 
the  ERO.  The  reliability  standards 
developed  by  the  ERO  and  approved  by 
the  Commission  will  apply  to  users, 
owners  and  operators  of  the  Bulk-Power 
System,  as  set  forth  in  each  reliability 
standard. 

On  November  15,  2006,  NERG  filed  20 
revised  reliability  standards  and  .three 
new  reliability  standards  for 
Commission  approval.  The  Commission 
addressed  the  20  revised  Reliability 
Standards  in  Order  No.  693. ^  The  three 
new  reliability  standards  were  approved 
by  FERC  on  December  27,  2007  in  Order 
705  and  were  designated  by  NERC  as 
follow^s: 

•  FAC-010-1  (System  Operating 
Limits  Methodology  for  the  Planning 
Horizon). 

•  FAC-011-1  (System  Operating 
Limits  Methodology  for  the  Operations 
Horizon). 

•-  FAC-014-1  (Establish  and 
Communicate  System  Operating  Limits). 

These  standards  were  subsequently 
modified  by  NERC  in  April  of  2008  and  ' 
submitted  to  the  Commission  for 
approval.  On  March  20,  2009  the 
Commission  approved  NERC’s 
modifications  to  the  FAC  standards  in 
Order  No.  722  and  NERC  now 
designates  these  standards  as  FAC-010- 
2,  FAC-011-2,  and  FAC-014-2.4  The 
three  newly  approved  FAC  reliability 
standards  require  planning  authorities 
and  reliability  coordinators  to  establish 
methodologies  to  determine  system 
operating  limits  (SOLs)  for  the  bulk- 


’  Energy  Policy  Act  of  2005,  Public  Law  109-58, 
Title  XII,  Subtitle  A,  119  Stat.  594,  941  (2005),  16 
U.S.C.  8240. 

2  16U.S.C.  824o(e)(3). 

3  On  March  16,  2007,  the  Commission  approved 
83  of  the  107  standards  initially  filed  by  I^RC.  See 
Mandatory' Reliability  Standards  forUhe  Bulk-Power ' 
System,  Order  No.  693,  72  FR,  16,416  (April  4, 
2007),  118  FERC  H  61,218  (2007),  order  on  reh’g 
Order  No.  693-A,  120  FERC  1  61,053  (2007). 

*  Version  Two  Facilities  Design,  Connections  and 
Maintenance  Reliability  Standards,  Order  No.  722, 
126  FERC  Stats.  &  Regs.  61,255  (2009). 
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power  system  in  the  planning  and 
operation  horizons. 

The  three  reliability  standards  do  not 
require  responsible  entities  to  file 
information  with  the  Commission.  Nor, 
with  the  exception  of  a  three-year  self- 
certification  of  compliance,  do  the 
Reliability  Standards  require 
responsible  entities  to  file  information 
wiA  the  ERO  or  Regional  Entities. 
However,  the  Reliability  Standards  do 
require  responsible  entities  to  develop 
and  maintain  certain  information  for  a 
specified  period  of  time,  subject  to 
inspection  by  the  ERO  or  Regional 
Entities. 

Reliability  standard  FAC-010-2 
requires  the  planning  authority  to  have 
a  documented  methodology  for  use  in 


developing  SOLs  and  must  retain 
evidence  that  it  issued  its  SOL 
methodology  to  relevant  reliability 
coordinators,  transmission  operators 
and  adjacent  planning  authorities. 
Likewise,  the  planning  authority  must 
respond  to  technical  comments  on  the 
methodology  within  45  days  of  receipt. 
Further,  each  planning  authority  must 
self-certify  its  compliance  to  the 
compliance  monitor  once  every  three 
years.  Reliability  standard  FAC-011-2 
requires  similar  documentation  by  the 
reliability  coordinator.^  Reliability 
standard  FAC-014-2  requires  the 
reliability  coordinator,  planning 
authority,  transmission  operator,  and 
transmission  planner  to  verify 


compliance  through  self-certification 
submitted  to  the  compliance  monitor 
annually.  These  entities  must  also 
document  that  they  have  developed 
SOLs  consistent  with  the  applicable 
SOL  methodology  and  that  they  have 
provided  SOLs  to  entities  identified  in 
Requirement  5  of  the  reliability 
standard.  Further,  the  planning 
authority  must  maintain  a  list  of 
multiple  contingencies  and  their 
associated  stability  limits. 

Action:  The  Commission  is  requesting 
a  three-year  extension  of  the  FERC- 
725D  reporting  requirements,  with  no 
changes. 

Burden  Statement:  The  estimated 
annual  public  reporting  burden  follows: 


Data  collection 

Number  of 
respondents  ® 

Average 
number  of 
responses  per 
respondent 

Average  burden  hours 
per  response 

Total  annual  burden 
hours 

(1) 

(2) 

(3) 

(1)x(2)x{3) 

FERC-725D  . 

470 

1 

Reporting:  ^  90 
Recordkeeping:  210 

Reporting:  42,300 
Recordkeeping:  98,700 

Total . 

470 

141,000 

The  estimated  average  annualized 
cost  is  increased  from  the  previous 
estimate  due  to  an  increase  in  the 
number  of  entities  who  are  registered  for 
the  Planning  Authority,  Reliability 
Coordinator,  Transmission  Planner,  and 
Transmission  Operator  functions.  The 
new  estimated  average  annualized  cost 
is  $6,640,500  ($14,128.72  per 
respondent),  as  shown  here: 

•  Reporting:  ®  42,300  hours  @  $95/ 

I  hour  =  $4,018,500. 
i  •  Recordkeeping:^  98,700  hours  @ 
i  $26/hour  =  $2,566,200.  • 

J  •  Storage:  1,800  sq.  ft.  @  $3l/sq.  ft. 

I  =$55,800. 

IThe  reporting  burden  includes  the 
total  time,  effort,  or  financial  resources 
expended  to  generate,  maintain,  retain, 
disclose,  or  provide  the  information 
including:  (1)  Reviewing  instructions; 

(2)  developing,  acquiring,  installing,  and 
!  utilizing  technology  and  systems  for  the 
j  purposes  of  collecting,  validating, 

[  verifying,  processing,  maintaining, 

\  disclosing  and  providing  information; 
i  (3)  adjustingThe  existing  ways  to 
:  comply  with  any  previously  applicable 
I  instructions  and  requirements;  (4) 


S  *The  difference  between  the  two  is  that  FAC-IO- 
1  deals  with  SOL  methodology  for  the  planning 
horizon  and  FAC-Oll-1  with  SOL  methodology  for 
;  the  operating  horizon. 

I  'This  figure  comes  from  NERC’s  compliance 
f  registry  matrix  which  was  updated  on  10/27/10  and 
X  includes  all  entities  registered  as  a  Planning 
j  Authority,  Reliability  Coordinator,  Transmission 


training  personnel  to  respond  to  a 
collection  of  information;  (5)  searching 
data  sources;  (6)  completing  and 
reviewing  the  collection  of  information; 
and  (7)  transmitting  or  otherwise 
disclosing  the  information. 

The  estimate  of  cost  for  respondents 
is  based  upon  salaries  for  professional 
and  clerical  support,  as  well  as  direct 
and  indirect  overhead  costs.  Direct  costs 
include  all  costs  directly  attributable  to 
providing  this  information,  such  as 
administrative  costs  and  the  cost  for 
information  technology.  Indirect  or 
overhead  costs  are  costs  incurred  by  an 
organization  in  support  of  its  mission. 
These  costs  apply  to  activities  which 
benefit  the  whole  organization  rather 
than  any  one  particular  function  or 
activity. 

Comments  are  invited  on:  (1)  Whether 
the  proposed  collection  of  information 
is  necessary  for  the  proper  performance 
of  the  functions  of  the  Commission, 
including  whether  the  information  will 
have  practical  utility;  (2).  the  accuracy  of 
the  agency’s  estimate  of  the  burden  of 
the  proposed  collection  of  information, 
including  the  validity  of  the 


Planner,  or  Transmission  Operator  functions  that 
are  responsible  for  compliance  with  FAC-014—2. 

^  Hours  are  attributable  to  developing  SOLs. 
Recordkeeping  pertains  to  the  documentation  to  be 
maintained  for  audits. 

'Estimate  based  on  hourly  costs  for  legal, 
technical  and  administrative  staff.  See  http:// 
www.bls.gov/oes/current/naics2J22.htm  and  http:// 


methodology  and  assumptions  used;  (3) 
ways  to  enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected;  and  (4)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
the  use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology 
e.g.  permitting  electronic  submission  of 
responses. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  2010-29571  Filed  11-23-10;  8:45  am) 
BILLING  CODE  6717-01-P 


www.marylandlawyerblog.com/2009/07/average_ 

hourly_rate_for_lawyer.html. 

**  Estimate  based  on  hourly  costs  for  technical  and 
clerical  staff.  See  http://www.bls.gov/oes/current/ 
naics2_22.htm. 

Estimate  based  on  in-office  square  foot  costs 
obtained  ft'om  a  Commission  assessment  of  the 
industry  performed  in  2010. 
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DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Project  No.  2232-585] 

Duke  Energy  Carolines,  LLC;  Notice  of 
Application  for  Amendment  of  License 
and  Soliciting  Comments,  Motions  To 
Intervene,  and  Protests 

November  17,  2010. 

Take  notice  that  the  following 
application  has  been  filed  with  the 
Commission  and  is  available  for  public 
inspection: 

a.  Application  Type:  Non-Project  Use 
of  Project  Lands  and  Waters. 

b.  Project  No.:  2232-585. 

c.  Date  Filed:  October  6,  2010. 

d.  Applicant:  Duke  Energy  Carolinas, 
LLC. 

e.  Name  of  Project:  Catawba-Wateree 
Hydroelectric  Project. 

f.  Location:  The  project  is  located  on 
Lake  Norman  in  Mecklenburg  County, 
North  Carolina. 

g.  Filed  Pursuant  to:  Federal  Power 
Act,  16  U.S.C.  791a-825r. 

h.  Applicant  Contact:  Mr.  Kelvin.K. 
Reagan,  Manager,  Lake  Services,  Duke 
Energy  Carolinas,  LLC,  P.O.  Box  1006, 
Charlotte,  NC  28201-1006,  telephone 
(704) 382-9386. 

i.  FERC  Contact:  John  Mark:  (212) 
273-5940;  e-mail:  john.mark@ferc.gov. 

j.  Deadline  for  Filing  Comments  and/ 
or  Motions.' December  17,  2010. 

All  documents  may  be  filed 
electronically  via  the  Internet.  See,  18 
CFR  385.2001(a)(l)(iii)  and  the 
instructions  on  the  Commission’s  Web¬ 
site  at  http ://k'ww. ferc.gov/docs-filing/ 
efiling.asp.  If  unable  to  be  filed 
electronically,  documents  may  be  paper- 
filed.  To  paper-file,  an  original  and 
seven  copies  should  be  mailed  to: 
Secretary,  Federal  Energy  Regulatory 
Commission,  888  First  Street,  NE., 
Washington,  DC  20426.  Commenters 
can  submit  brief  comments  up  to  6,000 
characters,  without  prior  registration, 
using  the  eComment  system  at  http:// 
w^-w. fere. gov /docs- filing/ 
ecomment.asp.  You  must  include  your 
name  and  address  and  contact 
information  at  the  end  of  your 
comments. 

k.  Description  of  Request:  Duke 
Energy  Carolinas,  LLC  requests 
Commission  approval  to  lease  0.448 
acre  of  land  within  the  project  boundary 
to  Mecklenburg  County,  North  Carolina. 
Under  the  lease,  the  county  would  be 
permitted  to  install  a  floating  dock  that 
will  be  a  part  of  the  North  Carolina 
Community  Sailing  &  Rowing  (NCCSR) 
Center  located  at  Blythe  Landing  County 
Park  in  Cornelius,  North  Carolina. 


NCCSR  will  offer  public  sailing  and 
rowing  programs,  and  the  proposed 
docking  facility  is  designed  to 
accommodate  the  specialized  needs  of 
the  sailing  and  rowing  programs. 

l.  Locations  of  the  Application:  A 
copy  of  the  application  is  available  for 
inspection  and  reproduction  at  the 
Commission’s  Public  Reference  Room, 
located  at  888  First  Street,  NE.,  Room 
2A,  Washington,  DC  20426,  or  by  calling 
(202)  502-8371.  This  filing  may  also  be 
viewed  on  the  Commission’s  Web  site  at 
htfp.y/wuw./erc.gov  using  the  “eLibrary” 
link.  Enter  the  docket  number  excluding 
the  last  three  digits  in  the  docket 
number  field  to  access  the  document. 
You  may  also  register  online  at  https// 
WWW. fere. gov /docs- filing/ 
esubscription.asp  to  be  notified  via 
e-mail  of  new  filings  and  issuances 
related  to  this  or  other  pending  projects. 
For  assistance,  call  1-866-208-3676,  or 
e-mail  FERCOnlineS u p port@ferc.gov, 
for  TTY,  call  (202)  502-8659.  A  copy  is 
also  available  for  inspection  and 
reproduction  at  the  address  in  item  (h) 
above. 

m.  Individuals  desiring  to  be  included 
in  the  Commission’s  mailing  list  should 
so  indicate  by  writing  to  the  Secretary 
of  the  Commission. 

n.  Comments,  Protests,  or  Motions  to 
Intervene:  Anyone  may  submit 
comments,  a  protest,  or  a  motion  to 
intervene  in  accordance  with  the 
requirements  of  Rules  of  Practice  and 
Procedure,  18  CFR  385.210,  .211,  .214. 
In  determining  the  appropriate  action  to 
take,  the  Commission  will  consider  all 
protests  or  other  comments  filed,  but 
only  those  who  file  a  motion  to 
intervene  in  accordance  with  the 
Commission’s  Rules  may  become  a 
party  to  the  proceeding.  Any  comments, 
protests,  or  motions  to  intervene  must 
be  received  on  or  before  the  specified 
comment  date  for  the  particular 
application. 

o.  Filings  and  Service  of  Responsive 
Documents:  Any  filing  must  (1)  Bear  in 
all  capital  letters  the  title 
“COMMENTS”,  “PROTEST”,  or 
“MOTION  TO  INTERVENE”  as 
applicable:  (2)  set  forth  in  the  heading 
the  name  of  the  applicant  and  the 
project  number  of  the  application  to 
which  the  filing  responds;  (3)  furnish 
the  name,  address,  and  telephone 
number  of  the  person  protesting  or 
intervening;  and  (4)  otherwise  comply 
with  the  requirements  of  18  CFR 
385.2001  through  385.2005.  All 
comments,  motions  to  intervene,  or 
protests  must  set  forth  their  evidentiary 
basis  and  otherwise  comply  with  the 
requirements  of  18  CFR  4.34(b).  All 
comments,  motions  to  intervene,  or 
protests  should  relate  to  project  works 


which  are  the  subject  of  the  amendment 
application.  Agencies  may  obtain  copies 
of  the  application  directly  from  the 
applicant.  A  copy  of  any  protest  or 
motion  to  intervene  must  be  served 
upon  each  representative  of  the 
applicant  specified  in  the  particular 
application.  If  an  intervener  files 
comments  or  documents  with  the 
Commission  relating  to  the  merits  of  an 
issue  that  may  affect  the  responsibilities 
of  a  particular  resource  agency,  they 
must  also  serve  a  copy  of  the  document 
on  that  resource  agency.  A  copy  of  all 
other  filings  in  reference  to  this 
application  must  be  accompanied  by 
proof  of  service  on  all  persons  listed  in 
reference  to  this  application  and  must 
be  accompanied  by  proof  of  service  on 
all  persons  listed  in  the  service  list 
prepared  by  the  Commission  in  this 
proceeding,  in  accordance  with  18  CFR 
4.34(b)  and  385.2010. 

Kimberly  D.  Bose, 

Secretary'. 

[FR  Dor,.  2010-29573  Filed  11-23-10;  8:45  am) 

BILLING  CODE  671 7-01 -P 


DEPARTMENT  OF  ENERGY 

Office  of  Energy  Efficiency  and 
Renewable  Energy 

[Case  No.  CW-016] 

Energy  Conservation  Program  for 
Consumer  Products:  Notice  of  Petition 
for  Waiver  of  LG  Electronics  USA,  Inc. 
from  the  Department  of  Energy 
Residential  Clothes  Washer  Test 
Procedure,  and  Grant  of  Interim  Waiver 

agency:  Office  of  Energy  Efficiency  and 
Renewable  Energy,  Department  of 
Energy. 

ACTION:  Notice  of  petition  for  waiver, 
notice  of  grant  of  interim  waiver,  and 
request  for  comments. 

SUMMARY;  This  notice  announces  receipt 
of  and  publishes  the  LG  Electronics 
USA,  Inc.  (LG)  petition  for  waiver 
(hereafter,  “petition”)  from  specified 
portions  of  the  U.S.  Department  of 
Energy  (DOE)  test  procedure  for 
determining  the  energy  consumption  of 
clothes  washers.  Today’s  notice  also 
grants  an  interim  waiver  of  the  clothes 
washer  test  procedure.  Through  this 
notice,  DOE  also  solicits  comments  with 
respect  to  the  LG  petition. 

DATES:  DOE  will  accept  comments,  data, 
and  information  with  respect  to  the  LG 
petition  until,  but  no  later  than 
December  27,  2010. 

ADDRESSES:  You  may  submit  comments, 
identified  by  case  number  CW-016,  by 
any  of  the  following  methods: 
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•  Federal  eRulemaking  Portal:  http:// 
wvm.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  E-mail: 

AS_Waiver_Requests@ee.doe.gov 
Include  “Case  No.  CW-016”  in  the 
subject  line  of  the  message. 

•  Mail:  Ms.  Brenda  Edwards,  U.S. 
Department  of  Energy,  Building 
Technologies  Program,  Mailstop  EE-2J/ 
1000  Independence  Avenue,  SW.', 
Washington,  DC  20585-0121. 

Telephone:  (202)  586-2945.  Please 
submit  one  signed  original  paper  copy. 

•  Hand  Delivery /Courier:  Ms.  Brenda 
Edwards,  U.S.  Department  of  Energy, 
Building  Technologies  Program,  950  . 
L’Enfant  Plaza  SW.,  Suite  600, 
Washington,  DC  20024.  Please  submit 
one  signed  original  paper  copy. 

Instructions:  All  submissions  received 
should  include  the  agency  name  and 
case  number  for  this  proceeding.  Submit 
electronic  comments  in  WordPerfect, 
Microsoft  Word,  Portable  Document 
Format  (PDF),  or  text  (American 
Standard  Code  for  Information 
Interchange  (ASCII))  file  format  and 
avoid  the  use  of  special  characters  or 
any  form  of  encryption.  Wherever 
possible,  include  the  electronic 
signature  of  the  author.  DOE  does  not 
accept  telefacsimiles  (faxes). 

Any  person  submitting  written 
comments  must  also  send  a  copy  to  the 
petitioner,  pursuant  to  10  CFR 
430.27(d).  The  contact  information  for 
the  petitioner  is:  John  I.  Taylor,  Vice 
President,  Government  Relations  and 
Communications,  LG  Electronics  USA, 
Inc.,  1776  K  Street,  NW.,  Washington, 
DC  20006;  (202)  719-3490;  E-mail; 
john.  taylor@ige.cqm . 

According  to  10  CFR  1004.11,  any 
person  submitting  information  that  he 
or  she  believes  to  be  confidential  and 
I  exempt  by  law  from  public  disclosure 
I  should  submit  two  copies  to  DOE:  One 
j  copy  of  the  document  including  all  the 
i  information  believed  to  be  confidential, 
I  and  one  copy  of  the  document  with  the 
I  information  believed  to  be  confidential 
I  deleted.  DOE  will  make  its  own 
I  determination  about  the  confidential 
I  status  of  the  information  and  treat  it 
p  according  to  its  determination. 

I  Factors  of  interest  to  DOE  when 
I  evaluating  requests  to  treat  submitted 
information  as  confidential  include:  (1) 
A  description  of  the  items;  (2)  whether 
and  why  such  items  are  customarily 
treated  as  confidential  within  the 
industry;  (3)  whether  the  information  is 
generally  known  by  or  available  from 
other  sources;  (4)  whether  the 
information  has  previously  been  made 
available  to  others  without  obligation 
1  concerning  its  confidentiality;  (5)  an 
I  explanation  of  the  competitive  injury  to 


the  submitting  person  which  would 
result  from  public  disclosure;  (6)  a  date 
upon  which  such  information  might 
lose  its  confidential  nature  due  to  the 
passage  of  time;  and  (7)  why  disclosure 
of  the  information  would  be  contrary  to 
the  public  interest. 

Docket:  For  access  to  the  docket  to 
review  the  background  documents 
relevant  to  this  matter,  you  may  visit  the 
U.S.  Department  of  Energy,  950  L’Enfant 
Plaza  SW.,  (Resource  Room  of  the 
Building  Technologies  Program), 
Washington,  DC,  20024;  (202)  586-2945, 
between  9  a.m.  and  4  p.m.,  Monday 
through  Friday,  except  Federal  holidays. 
Available  documents  include  the 
following  items:  (1)  This  notice;  (2) 
public  comments  received;  (3)  the 
petition  for  waiver  and  application  for 
interim  waiver;  and  (4)  prior  DOE 
waivers  and  rulemakings  regarding 
similar  clothes  washer  products.  Please 
call  Ms.  Brenda  Edwards  et  the  above 
telephone  number  for  additional 
information  regarding  visiting  the 
Resource  Room. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 

Michael  G.  Raymond,  U.S.  Department 
of  Energy,  Building  Technologies 
Program,  Mail  Stop  EE-2J,  Forrestal 
Building, 

1000  Independence  Avenue,  SW., 
Washington,  DC  20585-0121. 

Telephone:  (202)  586-9611.  E-mail: 
Michael.Raymond@ee.doe.gov. 

Ms.  Elizabeth  Kohl,  U.S.  Department 
of  Energy,  Office  of  the  General  Counsel, 
Mail  Stop  GC-71,  Forrestal  Building, 
1000  Independence  Avenue,  SW., 
Washington,  DC  20585-0103. 

Telephone:  (202)  586-7796.  E-mail: 
Elizabeth.Kohl@hq.doe.gov. 

SUPPLEMENTARY  INFORMATION: 

1.  Background  and  Authority 

Title  III  of  the  Energy  Policy  and 
Conservation  Act  (“EPCA”)  sets  forth  a 
variety  of  provisions  concerning  energy 
efficiency.  Part  A  of  Title  III  provides  for 
the  “Energy  Conservation  Program  for 
Consumer  Products  Other  Than 
Automobiles.”  (42  U.S.C.  6291-6309). 
Part  A  includes  definitions,  test 
procedures,  labeling  provisions,  energy 
conservation  standards,  and  the 
authority  to  require  information  and 
reports  from  manufacturers.  Further, 

Part  A  authorizes  the  Secretary  of 
Energy  to  prescribe  test  procedures  that 
are  reasonably  designed  to  produce 
results  which  measure  energy 
efficiency,  energy  use.  or  estimated 
operating  costs,  and  that  are  not  unduly 
burdensome  to  conduct.  (42  U.S.C. 
6293(b)(3)).  The  test  procedure  for 
automatic  and  semi-automatic  clothes 


washers  is  contained  in  10  CFR  part 
430,  subpart  B,  appendix  ]1. 

The  regulations  set  forth  in  10  CFR 
430.27  contain  provisions  that  enable  a 
person  to  seek  a  waiver  from  the  test 
procedure  requirements  for  covered 
consumer  products.  A  waiver  will  be 
granted  by  the  Assistant  Secretary  for 
Energy  Efficiency  and  Renewable 
Energy  (the  Assistant  Secretary)  if  it  is 
determined  that  the  basic  model  for 
which  the  petition  for  waiver  was 
submitted  contains  one  or  more  design 
characteristics  that  prevents  testing  of 
the  basic  model  according  to  the 
prescribed  test  procedures,  or  if  the 
prescribed  test  procedures  may  evaluate 
the  basic  model  in  a  manner  so 
unrepresentative  of  its  true  energy  ' 
consumption  characteristics  as  to 
provide  materially  inaccurate 
comparative  data.  10  CFR  430.27(1). 
Petitioners  must  include  in  their 
petition  any  alternate  test  procedures 
known  to  the  petitioner  to  evaluate  the 
basic  model  in  a  manner  representative 
of  its  energy  consumption.  10  CFR 
430.27(b)(l)(iii).  The  Assistant  Secretary 
may  grant  the  waiver  subject  to 
conditions,  including  adherence  to 
alternate  test  procedures.  10  CFR 
430.27(1).  Waivers  remain  in  effect 
pursuant  to  the  provisions  of  10  CFR 
430.27(m). 

The  waiver  process  also  allows  the 
Assistant  Secretary  to  grant  an  interim 
waiver  from  test  procedure 
requirements  to  manufacturers  that  have 
petitioned  DOE  for  a  waiver  of  such 
prescribed  test  procedures.  10  CFR 
430.27(a)(2).  An  interim  waiver  remains 
in  effect  for  180  days  or  until  DOE 
issues  its  determination  on  the  petition 
for  waiver,  whichever  is  sooner.  An 
interim  waiver  may  he  extended  for  an 
additional  180  days.  10  CFR  430.27(h). 

II.  Application  for  Interim  Waiver  and 
Petition  for  Waiver 

On  September  24,  2010,  LG  filed  a 
petition  for  waiver  and  application  for 
interim  waiver  fi"om  the  test  procedure 
applicable  to  automatic  and  semi¬ 
automatic  clothes  washers  set  forth  in 
10  CFR  part  430,  suhpart  B,  appendix  Jl. 
In  particular,  LG  requested  a  waiver  to 
test  its  clothes  washers  with  basket 
volumes  greater  than  3.8  cubic  feet  on 
the  basis  of  the  residential  test 
procedures  contained  in  10  CFR  part 
430.  Suhpart  B,  Appendix  Jl,  with  a 
revised  Table  5.1  which  extends  the 
range  of  container  volumes  beyond  3.8 
cubic  feet. 

LG’s  petition  seeks  a  waiver  from  the 
DOE  test  procedure  because  the  mass  of 
the  test  load  used  in  the  procedure, 
which  is  based  on  the  basket  volume  of 
the  test  unit,  is  currently  not  defined  for 
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basket  sizes  greater  than  3.8  cubic  feet. 
LG  manufactures  basic  models  with 
capacities  greater  than  3.8  cubic  feet, 
and  it  is  for  these  basic  models  that  LG 
seeks  a  waiver  from  DOE’s  test 
procedure. 

Table  5.1  of  Appendix  Jl  defines  the 
test  load  sizes  used  in  the  test  procedure 
as  linear  functions  of  the  basket  volume. 
LG  has  submitted  a  revised  table  to 
extend  the  maximum  basket  volume 
from  3.8  cubic  feet  to  6.0  cubic  feet,  a 
table  is  similar  to  one  developed  by  the 
Association  of  Home  Appliance 
Manufacturers  (AH  AM).  AH  AM 
provided  calculations  to  extrapolate 
Table  5.1  of  the  DOE  test  procedure  to 
larger  container  volumes.  DOE  believes 
that  this  is  a  reasonable  procedure 
because  the  DOE  test  procedure  defines 
test  load  sizes  as  linear  functions  of  the 
basket  volume.  AHAM’s  extrapolation 
was  performed  on  the  load  weight  in 
pounds,  and  AHAM  seems  to  have  used 
the  conversion  formula  of  1/2.2  (or 
0.45454545)  to  convert  pounds  to 
kilograms.  LG  requests  to  use  a  table 
similar  to  the  table  proposed  by 
Samsung  in  its  petition,  rounding  the 
results  in  kilograms  to  two  decimal 
places.  75  FR  57937  (September  23, 
2010).  However,  this  table  does  contain 
small  rounding  errors  which  were 
corrected  in  the  table  included  in  DOE’s 
clothes  washer  test  procedure  notice  of 
proposed  rulemaking.  See  discussion  in 
the  Alternate  Test  Procedure  section, 
below. 

An  interim  waiver  may  be  granted  if 
it  is  determined  that  the  applicant  will 
experience  economic  hardship  if  the 
application  for  interim  waiver  is  denied, 
if  it  appears  likely  that  the  petition  for 
waiver  will  be  granted,  and/or  the 
Assistant  Secretary  determines  that  it 
would  be  desirable  for  public  policy 
reasons  to  grant  immediate  relief 
pending  a  determination  of  the  petition 
for  waiver.  (10  CFR  430.27(g)).  DOE 
determined  that  LG’s  application  for 
interim^  waiver  does  not  provide 
sufficient  market,  equipment  price, 
shipments,  and  other  manufacturer 
impact  information  to  permit  DOE  to 
evaluate  the  economic  hardship  LG 
might  experience  absent  a  favorable 
determination  on  its  application  for 
interim  waiver.  Previously,  however, 
DOE  granted  an  interim  test  procedure 
waiver  to  Whirlpool  for  three  of 
Whirlpool’s  clothes  washer  models  with 
container  capacities  greater  than  3.8  ft^. 
(71  FR  48913,  August  22,  2006).  This 
notice  contained  an  alternate  test 
procedure,  which  extended  the  linear 
relationship  between  maximum  test 
load  size  and  clothes  washer  container 
volume  in  Table  5.1  to  include  a 
maximum  test  load  size  of  15.4  pounds 


(lbs)  for  clothes  washer  container 
volumes  of  3.8  to  3.9  ft-‘.  On  September 
16,  2010,  DOE  granted  interim  waivers 
to  General  Electric  (75  FR  57915, 
Septernber  23,  2010)  and  Samsung  (75 
FR  57937,  September  23,  2010)  for 
similar  products.  The  alternate  test 
procedure  in  the  GE  petition  was  the 
same  as  that  granted  to  Whirlpool  in  its 
interim  waiver,  while  the  alternate  test 
procedure  in  the  S^sung  petition  used 
the  slightly  different  and  more  accurate 
conversion  factor  discussed  above. 

There  was  one  comment  on  the  LG 
petition,  from  Whirlpool  Corporation. 
Whirlpool  urged  that  DOE  process  the 
LG  waiver  expeditiously,  so  that  clothes 
washers  with  larger  clothes  containers 
can  be  tested  and  rated  on  a  comparable 
basis. 

The  current  test  procedure  specifies 
test  load  sizes  only  for  machines  with 
capacities  up  to  3.8  cubic  feet,  in 
addition,  testing  a  basic  model  with  a 
capacity  larger  than  3.8  cubic  feet  using 
the  current  procedure  could  evaluate 
the  basic  model  in  a  manner  .so 
unrepresentative  of  its  true  energy 
consumption  as  to  provide  materially 
inaccurate  comparative  data.  Based  on 
this,  and  the  interim  waivers  granted  to 
Whirlpool,  Samsung  and  GE,  it  appears 
likely  that  the  petition  for  waiver  will  be 
granted.  As  a  result,  the  Department  of 
Energy  grants  an  interim  waiver  to  LG 
for  all  of  the  basic  models  of  clothes 
washers  with  container  volumes  greater 
than  3.8  cubic  feet  specified  in  its 
petition  for  waiver,  pursuant  to  10  CFR 
430.27(g).  DOE  also  provides  for  the  use 
of  an  alternative  test  procedure 
extending  the  linear  relationship 
between  test  load  size  and  container 
capacity.  Therefore,  it  is  ordered  that: 

The  application  for  interim  waiver 
filed  by  LG  is  hereby  granted  for  the 
specified  LG  clothes  washer  basic 
models,  subject  to  the  specifications  and 
conditions  below. 

1.  LG  shall  not  be  required  to  test  or 
rate  the  specified  clothes  washer 
products  on  the  basis  of  the  test 
procedure  undgr  10  CFR  part  430 
subpart  B,  appendix  Jl. 

2.  LG  shall  be  required  to  test  and  rate 
the  specified  clothes  washer  products 
according  to  the  alternate  test  procedure 
as  set  forth  in  section  IV,  “Alternate  test 
procedure.” 

The  interim  waiver  applies  to  the 
following  basic  model  groups: 


Model 

Brand 

WT5001C*  . 

LG 

WT5101H*  . 

LG 

LSWF388H**  . . 

LG 

WM3875H***  . 

LG 

WM3885H***  . 

LG 

Model 

Brand 

WM2701 H  * . 

LG 

WM2801H*** . 

LG 

WM3001H***  . 

LG 

4219#90#  . 

Kenmore 

4102#90#  . 

Kenmore 

4051  #90# . . . 

Kenmore 

4172#00#  . 

Kenmore 

2927#00#  . 

Kenmore 

2900#00# . . . 

Kenmore 

DOE  makes  decisions  on  waivers  and 
interim  waivers  for  only  those  models 
specifically  set  out  in  the  petition,  not 
future  models  that  may  or  may  not  be 
manufactured  by  the  petitioner.  LG  may 
submit  a  new  or  amended  petition  for 
waiver  and  request  for  grant  of  interim 
waiver,  as  appropriate,  for  additional 
models  of  clothes  washers  for  which  it 
seeks  a  waiver  from  the  DOE  test 
procedure.  In  addition,  DOE  notes  that 
grant  of  an  interim  waiver  or  waiver 
does  not  release  a  petitioner  from  the 
certification  requirements  set  forth  at  10 
CFR  430.62. 

III.  Alternate  Test  Procedure 

EPCA  requires  that  manufacturers  use 
DOE  test  procedures  to  make 
representations  about  the  energy 
consumption  and  energy  consumption 
costs  of  products  covered  by  EPCA.  (42 
U.S.C.  6293(c))  Consistent 
representations  are  important  for 
manufacturers  to  make  representations 
about  the  energy  efficiency  of  their 
products  and  to  demonstrate 
compliance  with  applicable  DOE  energy 
conservation  standards.  Pursuant  to  its 
regulations  for  the  grant  of  a  waiver  or 
interim  waiver  from  an  applicable  test 
procedure  at  10  CFR  430.27,  DOE  is 
Considering  setting  an  alternate  test 
procedure  for  LG  in  a  subsequent 
Decision  and  Order.  This  alternate 
procedure  is  intended  to  allow 
manufacturers  of  clothes  washers  with 
basket  capacities  larger  than  provided 
for  in  the  current  test  procedure  to  make 
valid  representations.  This  test 
procedure  is  based  on  the  expanded 
Table  5.1  of  Appendix  Jl  submitted  by 
LG.  This  Table  5.1  is  not  identical  to  the 
Table  5.1  submitted  by  LG  in  its 
petition — it  is  the  Table  5.1  from  DOE’s 
clothes  washer  test  procedure  Notice  of 
Proposed  Rulemaking  (NOPR)  (75  FR 
57556,  September  21,  1010).  The  NOPR 
Table  5.1  uses  the  accurate  conversion 
factor  0.45359237  employed  by  LG  and 
Samsung  to  convert  from  pounds  to 
kilograms,  and  does  not  contain 
rounding  errors.  Furthermore,  if  DOE 
specifies  an  alternate  test  procedure  for 
LG,  DOE  may  consider  applying  the 
alternate  test  procedure  to  similar 
waivers  for  residential  clothes  washers. 
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i  of  the  interim  according  to  the  provisions  of  10  CFR  he  substituted  for  Table  5.1  of  appendix 


During  the  period  of  the  interim 
waiver  granted  in  this  notice,  LG  shall 
test  its  clothes  washer  basic  models 


according  to  the  provisions  of  10  CFR  be  ! 
part  430  subpart  B,  appendix  Jl,  except  Jl. 
that  the  expanded  Table  5.1  below  shall 

Table  5.1— Test  Load  Sizes 


Notes: 

(1)  All  test  load  weights  are  bone  dry  weights. 

(2)  Allowable  tolerance  on  the  test  load  weights  are  ±0.10  lbs  (0.05  kg). 


IV.  Summary  and  Request  for 
Comments 

Through  today’s  notice,  DOE 
announces  receipt  of  LG’s  petition  for 
waiver  from  certain  parts  of  the  test 


procedure  that  apply  to  clothes  washers 
and  grants  an  interim  waiver  to  LG.  DOE 
is  publishing  LG’s  petition  for  waiver  in 
its  entirety  pursuant  to  10  CFR 
430.27(b)(l)(iv).  The  petition  contains 


no  confidential  information.  The 
petition  includes  a  suggested  alternate 
test  procedure  to  measure  the  energy 
consumption  of  clothes  washers  with 
capacities  larger  than  the  3.8  ft^ 
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specified  in  the  current  DOE  test 
procedure.  DOE  is  interested  in 
receiving  comments  from  interested 
parties  on  all  aspects  of  the  petition, 
including  the  suggested  alternate  test 
procedure  and  any  other  alternate  test 
procedure. 

Pursuant  to  10  CFR  430.27(b)(l)(iv), 
any  person  submitting  written 
comments  to  DOE  must  also  send  a  copy 
to  the  petitioner,  whose  contact 
information  is  included  in  the 
ADDRESSES  section  above. 

Issued  in  Washington,  DC,  on  November 
18, 2010. 

Cathy  Zoi 

Assistant  Secretary,  Energy  Efficiency  and 
Renewable  Energy. 

September  24,  2010 

The  Honorable  Catherine  Zoi, 

Assistant  Secretary.  Energy  Efficiency  and 
Renewable  Energy, 

United  States  Department  of  Energy, 

Mail  Station  EE-10,  Forrestal  Building,  1000 
Independence  Avenue,  SW., 

Wasnington,  DC  20585. 

Re:  Petition  for  Waiver  and  Application  for 
Interim  Waiver,  Test  Procedure  for 
Clothes  Washers 
Dear  Assistant  Secretary'  Zoi: 

LG  Electronics,  Inc.  (LG)  respectfully 
submits  this  Petition  for  Waiver  and 
Application  for  Interim  Waiver,  pursuant  to 
10  CFR  430.27,  as  related  to  DOE’s  test 
procedure  for  clothes  washers. 

LG  is  a  manufacturer  of  clothes  washers 
and  other  products  sold  worldw'ide, 
including  in  the  United  States.  LG’s  U.S. 
operations  are  LG  Electronics  USA,  Inc.,  with 
headquarters  at  1000  Sylvan  Avenue, 
Englewood  Cliffs,  NJ  07632  (tel.  201—816— 
2000).  Its  worldwide  headquarters  are  located 
at  LG  Twin  Towers  20,  Yoido-dong, 
Youngdungpo-gu  Seoul,  Korea  150-721;  (tel. 
011-82-2-3777-1114);  URL: 
http.www.LGE.com.  LG’s  principal  brands 
include  LG®  and  OEM  brands,  including  GE® 
and  Kenmore®. 

"  The  test  procedure  under  the  Energy  Policy 
and  Conservation  Act  (EPCA),  42  U.S.C.  6291 
et  seq.,  provides  for  clothes  washers  to  be 
tested  with  specified  allowable  test  load 
sizes.  See  10  CFR  part  430,  subpart  B, 
appendix  Jl,  Table  5.1.  The  largest  average 
load  under  Table  5.1  is  9.20  lbs.  LG  believes 
that  it  is  appropriate  for  DOE  to  grant  a 
waiver  that  would  allow  for  testing  and 


rating  of  specified  models  (see  Appendix  1 
hereto)  with  larger  test  loads  where  the 
model  has  a  container  volume  that  is  greater 
than  the  largest  volume  shown  on  Table  5.1. 

DOE  has  already  granted  interim  waivers  to 
Whirlpool,  General  Electric,  and  Samsung  for 
testing  with  larger  test  loads  for  specified 
models  in  excess  of  3.8  cubic  feet.  71  FR 
48913  (Aug.  22,  2006)  (Whirlpool);  75  FR 
57915  (Sept.  23,  2010)  (GE);  id.  57937  (Sept. 
23,  2010)  (Samsung).  The  Association  of 
Home  Appliance  Manufacturers  (AHAM)  has 
submitted  comments  to  DOE  suggesting  that 
the  DOE  test  procedure  be  amended  to 
provide  for  testing  with  loads  in  excess  of 
those  shown  in  Table  5.1  when  testing  is 
done  on  clothes  washers  with  volumes  in 
excess  of  3.8  cubic  feet.  See  AHAM 
Comments  on  the  Framework  Document  for 
Residential  Clothes  Washers;  EERE-2008- 
BT-STEM)019;  RIN  1904-AB90,  at  Appendix 
B — AHAM  Proposed  Changes  to  )1  Table  5.1 
(Oct.  2,  2009).  In  addition,  DOE  has  issued 
a  Notice  of  Proposed  Rulemaking  proposing 
to  amend  the  DOE  test  procedure  to  adopt  the 
AHAM  proposed  Table  5.1.  75  FR  57556 
(Sept.  21,  2010). 

We  note  that  Samsung  applied  for  a  waiver 
using  a  Table  5.1  that  DOE  has  characterized 
as  using  “a  slightly  more  accurate  conversion 
factor  to  convert  pounds  to  kilograms  them 
was  used  by  AHAM  and  GE.”  75  FR  at  57917. 
DOE  has  granted  Samsung’s  request  in  this 
regard  for  the  interim  waiver  and  states  that 
it  “will  consider  adopting  the  more  accurate 
Table  5.1  in  the  subsequent  decision  and 
order  (for  the  GE  waiver]”  and  may  consider 
applying  a  test  procedure  using  the  more 
accurate  conversion  factor  “to  similar  waivers 
for  residential  clothes  washers.” 

Id. 

LG  requests  that  DOE  grant  a  waiver  for 
testing  and  rating  based  on  the  revised  Table 
5.1  in  Appendix  2  hereto  (this  is  the  Table 
5.1  proposed  by  Samsung,  which  DOE 
believes  uses  a  slightly  more  accurate 
conversion  factor  than  used  by  AHAM  and 
GE  [see  above]),  and  applied  to  its  testing  and 
rating  of  basic  models  specified  in  Appendix 
1  hereto.^ 

The  waiver  should  continue  until  DOE 
adopts  an  applicable  amended  test 
procedure. 

LG  also  requests  an  interim  waiver  for  its 
testing  and  rating  of  the  foregoing  basic 
models  manufactured  after  the  grant  of  the 
interim  waiver.  The  petition  for  waiver  is 
likely  to  be  granted,  as  evidenced  not  only  by 
its  merits,  but  also  because  DOE  has  granted 
interim  waivers  to  other  manufacturers 
(Whirlpool,  GE,  and  Samsung)  and  has 

Table  5.1— Test  Load  Sizes 


proposed  a  corresponding  amendment  to  its 
test  procedure.  Hence,  grant  of  an  interim 
waiver  for  LG  is  appropriate. 

We  would  be  pleased  to  discuss  this 
request  with  DOE  and  provide  further 
information  as  needed. 

We  hereby  certify  that  all  manufacturers  of 
domestically  marketed  units  of  the  same 
product  type  have  been  notified  by  letter  of 
this  petition  and  application,  copies  of  which 
letters  are  set  forth  in  Appendix  3  hereto. 
Sincerely, 

John  I.  Taylor, 

Vice  President,  Government  Relations  and 
Communications,  LG  Electronics  USA,  Inc., 

1 776  K  Street,  NW.,  Washington,  DC  20006, 
Phone: 202-719-3490,  Fax: 847-941-8177, 
E-mail:  john.tayIor@lge.com. 

Of  counsel: 

John  A.  Hodges, 

Wiley  Rein  LLP,  1 776  K  Street,  NW., 
Washington,  DC  20006,  Phone:  202-71 9- 
7000,  Fax:  202-719-7049,  E-mail: 
jhodges@wileyrein.com. 

Appendix  1 

The  waiver  and  interim  waiver 
requested  herein  should  apply  to  testing 
and  rating  of  the  following  model  series 
of  LG-manufactured  clothes  washers. 
Please  note  that  the  actpal  model 
numbers  will  vary  to  account  for  such 
factors  as  year  of  manufacture,  product 
color,  or  other  features.  Nonetheless, 
they  will  always  have  volumes  in  excess 
of  3.8  cubic  feet. 

(In  the  chart  below,  “#”  represents  a 
number;  “*”  represents  a  letter.) 


Model 

Brand 

WT5001C*  . 

LG 

WT5101H*  . .-. . 

LG 

LSWF388H**  . 

LG 

WM3875H***  . 

LG 

WM3885H***  . : . 

LG 

WM2701H*  . 

LG 

WM2801H***  . 

LG 

WM3001H‘**  . 

LG 

4219#90#  . 

Kenmore 

4102#90#  . 

Kenmore 

4051  #90# . . . 

Kenmore 

4172#00#  . 

Kenmore- 

2927#00#  . 

Kenmore 

2900#00#  . 

Kenmore 

Appendix  2 

'  '1' 


Container  volume 

Minimum  load 

Maximum  load 

Average  load 

cu.  ft. 

>  < 

(liter) 

lb 

1 

kg 

lb 

kg 

lb 

kg 

0-0.8  . 

0-22.7 

3.00 

1.36 

3.00 

1.36 

3.00 

1.36 

0.80-0.90  . ; . 

22.7-25.5 

3.00 

1.36 

3.50 

1.59 

3.25 

1.47 

0.90-1.00  . 

25.5-28.3 

3.00 

1.36 

3.90 

1.77 

3.45 

1.56 

1.00-1.10  . 

28.3-31.1 

3.00 

1.36 

4.30 

1.95 

3.65 

1.66 

1.10-1.20  . 

31.1-34.0 

3.00 

1.36 

4.70 

2.13 

3.85 

1.75 

'  All  LG  models  are  measured  in  accordance  with  container  capacity  under  the  test  procedure  in  10 
DOE’S  final  guidance  for  measuring  clothes  CFR  part  430,  subpart  B,  appendix  Jl.  « 
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Table  5.1— Test  Load  Sizes— Continued 


Container  volume  | 

Minimum  load 

Maximum  load  j 

Average  load 

cu.  ft. 

>  < 

(liter) 

>  < 

lb 

kg 

lb 

kg 

lb 

kg 

1.20-1.30  . . . 

34.0-36.8 

3.00 

1.36 

5.10 

2.31 

4.05 

1.84 

1.30-1.40  . . . 

36.8-39.6 

3.00 

1.36 

5.50 

2.49 

4.25 

1.93 

1.40-1.50  . 

39.6-42.5 

*  3.00 

1.36 

5.90 

2.68 

4.45 

2.02 

1.50-1.60  . 

42.5-45.3 

3.00 

1.36 

6.40 

2.90 

4.70 

2.13 

1.60-1.70  . 

45.3-48.1 

3.00 

1.36 

6.80 

3.08 

4.90 

2.22 

1.70-1.80  . . 

48.1-51.0 

3.00 

1.36 

7.20 

3.27 

5.10 

2.31 

1.80-1.90  . 

51.0-53.8 

3.00 

1.36 

7.60 

3.45 

5.30 

2.40 

1.90-2.00  . 

53.8-56.6 

3.00 

1.36 

8.00 

3.63 

5.50 

2.49 

2.00-2.10  . 

56.6-59.5 

3.00 

1.36 

8.40 

3.81 

5.70 

2.59 

2.10-2.20  . 

59.5-62.3 

3.00 

1.36 

8.80 

3.99 

5.90 

2.68 

2.20-2.30  . 

62.3-65.1 

3.00 

1.36 

9.20 

4.17 

6.10 

2.77 

2.30-2.40  . 

•  65.1-68.0 

3.00 

1.36 

9.60 

4.35 

6.30 

2.86 

2.40-2.50  . . . 

68.0-70.8 

3.00 

1.36 

10.00 

4.54 

6.50 

2.95 

2.50-2.60  . 

70.8-73.6 

3.00 

1.36 

10.50 

4.76 

6.75 

'3.06 

2.60-2.70  . 

73.6-76.5 

3.00 

1.36 

10.90 

4.94 

6.95 

3.15 

2.70-2.80  . 

76.5-79.3 

3.00 

1.36 

11.30 

5.13 

7.15 

3.24 

2.80-2.90  . 

79.3-82.1 

3.00 

1.36 

11.70 

5.31 

7.35 

3.33 

2.90-3.00  . 

82.1-85.0 

3.00 

,  1.36 

12.10 

5.49 

7.55 

3.42 

3.00-3.10  . 

85.0-87.8 

3.00 

1.36 

12.50 

5.67 

7.75 

3.52 

3.10-3.20  . 

87.8-90.6 

3.00 

.  1.36 

12.90 

5.85 

7.95 

3.61 

3.20-3.30  . . . 

90.6-93.4 

3.00 

1.36 

6.03 

8.15 

3.70 

3.30-3.40  . 

93.4-96.3 

3.00 

1.36 

13.70 

6.21 

8.35 

3.79 

3.40-3.50  . 

96.3-99.1 

3.00 

1.36 

14.10 

6.40 

8.55 

3.88 

3.50-3.60  . 

99.1-101.9 

3.00 

1.36 

14.60 

6.62 

3.99 

3.60-3.70  . 

101.9-104.8 

3.00 

1.36 

15.00 

6.80 

9.00 

4.08 

3.70-3.80  . 

104.8-107.6 

3.00 

1.36 

15.40 

6.99 

9.20 

4.17 

3.80-3.90  . 

107.6-110.4 

3.00 

1.36 

15.80 

7.18 

9.40 

4.27 

3.90-4.00  . 

110.4^113.3 

'  3.00 

1.36 

16.20 

7.36 

9.60 

4.36 

4.00-4.10  . 

113.3-116.1 

3.00 

1.36 

16.60 

7.55 

9.80 

4.45 

4.10-4.20  . 

116.1-118.9 

3.00 

1.36 

17.00 

7.73 

10.00 

4.55 

4.20-4.30  . . . 

118.9-121.8 

3.00 

1.36 

17.40 

7.91 

10.20 

4.64 

4.30-4.40  . 

121.8-124.6 

3.00 

1.36 

17.80 

8.09 

10.40 

4.73 

4.40-4.50  . 

124.6-127.4 

3.00 

1.36 

18.20 

8.27 

10.60 

4.82 

4.50-4.60  . 

127.4-130.3 

3.00 

1.36 

18.70 

8.50 

10.85 

4.93 

4.604.70  . ; . . . 

130.3-133.1 

3.00 

1.36 

19.1 

8.65 

11.03 

5.00 

4.70-4.80  . . 

133.1-135.9 

3.00 

1.36 

19.5 

8.83 

11.24 

5.10 

4.80-4.90  . 

135.9-138.8 

3.00 

1.36 

19.9 

9.02 

11.44 

5.19 

4.90-5.00  . . 

138.8-141:6 

3.00 

1.36 

20.3 

9.21 

11.65 

5.28 

5.00-5.10  . 

141.6-144.4 

3.00 

1.36 

20.7 

9.39 

11.85 

5.38 

5.10-5.20  . 

144.4-147.3 

3.00 

1.36 

21.1 

9.58 

12.06 

5.47 

5.20-5.30  . 

147.3-150.1 

3.00 

1.36 

21.5 

9.76 

12.26 

5.56 

5.30-5.40  . 

150.1-152.9 

3.00 

1.36 

21.9 

9.95 

12.46 

5.65 

5.40-5.50  . . . 

152.9-155.8 

3.00 

1.36 

22.3 

10.13 

12.67 

5.75 

5.50-5.60  . : . 

.  155.8-158.6 

3.00 

1.36 

22.7 

10.32 

12.87 

5.84 

5.60-5.70  . 

158.6-161.4 

3.00 

1.36 

23.2 

10.51 

13.08 

5.93 

5.70-5.80  . : . 

161.4-164.3 

3.00 

1.36 

23.6 

10.69 

13.29 

6.03 

5.80-5.90  . 

164.3-167.1 

3.00 

1.36 

24.0 

10.88 

13.49 

6.12 

5.90-6.00  . 

'  167.1-169.9 

3.00 

1.36 

24.4 

11.06 

13.70 

6.31 

Notes: 

(1)  All  test  load  weights  are  bone  dry  weights. 

(2)  Allowable  tolerance  on  the  test  load  weights  are  -t-/-0.10  lbs  (0.05  kg). 


[FRDoc.  2010-29606  Filed  11-23-10;  8:45  am] 

BlUING  CODE  6450-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  ID-6427-000] 

Barfield,  Jon  E.;  Notice  of  Filing 

November  17,  2010. 

Take  notice  that  on  November  15, 
2010,  Jon  E.  Barfield  filed  an 
Application  for  Authorization  to  Hold 
Interlocking  Positions  as  Director  of 
Consumers  Energy  Company  and 


Director  of  Motorola  Mobility  Holdings, 
Inc.,  pursuant  to  Part  45  of  Chapter  1  of 
Title  18  of  the  Code  of  Federal 
Regulations,  18  CFR  part  45  and  section 
305(b)  of  the  Federal  Power  Act. 

Any  person  desiring  to  intervene  or  to 
protest  this  filing  must  file  in 
accordance  with  Rules  211  and  214  of 
the  Commission’s  Rules  of  Practice  and 
Procedure  (18  CFR  385.211,  385.214). 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  m€ike  protestants  parties  to 
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the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  notice  of 
intervention  or  motion  to  intervene,  as 
appropriate.  Such  notices,  motions,  or 
protests  must  be  filed  on  or  before  the 
comment  date.  On  or  before  the 
comment  date,  it  is  not  necessary  to 
serv'e  motions  to  intervene  or  protests 
on  persons  other  than  the  Applicant. 

Tne  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper  using  the 
“eFiling”  link  at  http:/ /www.ferc.gov. 
Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  protest  or  intervention  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street,  NE.,  Washington,  DC 
20426. 

This  filing  is  accessible  on-line  at 
http://w\\yi\ fere. gov,  using  the 
“eLibrary”  link  and  is  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  “eSubscription”  link  on  the 
Web  site  that  enables  subscribers  to 
receive  e-mail  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 
Online  service,  please  e-mail 
FERCOnlineSupport@ferc.gov,  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202) 502-8659. 

Comment  Date:  5  p.m.  Eastern  Time 
on  December  6,  2010. 

Kimberly  D.  Bose, 

Secretary. 
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BILUNG  CODE  671 7-01 -P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OA-201 0-0757;  FRL-9231-6] 

Agency  Information  Collection 
Activities;  Proposed  Collection; 
Comment  Request;  Confidential 
Financial  Disclosure  Form  for  Special 
Government  Employees  Serving  on 
Federal  Advisory  Committees  at  the 
U.S.  Environmental  Protection  Agency 
(Renewal);  EPA  ICR  No.  2260.04,  0MB 
Control  No.  2090-0029 

AGENCY:  Environmental  Protection 
Agency. 

ACTION:  Notice. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  (PRA)  (44 
U.S.C.  3501  et  seq.),  this  document 
announces  that  EPA  is  planning  to 
submit  a  request  to  renew  an  existing 
approved  Information  Collection  . 
Request  (ICR)  to  the  Office  of 
Management  and  Budget  (OMB).  This 
ICR  is  scheduled  to  expire  on  05/31/ 


2011.  Before  submitting  the  ICR  to  OMB 
for  review  and  approval,  EPA  is 
soliciting  comments  on  specific  aspects 
of  the  proposed  information  collection 
as  described  below. 

DATES:  Comments  must  be  submitted  on 
or  before  January  24,  2011. 

ADDRESSES:  Submit  your  cornments, 
identified  by  Docket  ID  No.  EPA-HQ- 
OA-2010-0757  by  one  of  the  following 
methods: 

•  http://www.reguIations.gov:  Follow 
the  online  instructions  for  submitting 
comments. 

•  E-mail:  oei.docket@epa.gov. 

•  Fax; 202-566-9744. 

•  Mail:  OEI  Docket,  Environmental 
Protection  Agency,  Mail  Code:  28221T, 
1200  Pennsylvania  Ave.,  NW., 
Washington,  DC  20460. 

•  Hand  Delivery:  EPA  Docket  Center, 
EPA  West  Room  3334,  1301 
Constitution  Ave.,  NW.,  Washington, 

DC  20460.  Such  deliveries  are  only 
accepted  during  the  Docket’s  normal 
hours  of  operation,  and  special 
arrangements  should  be.made  for 
deliveries  of  boxed  information. 

Instructions:  Direct  your  comments  to 
Docket  ID  No.  EPA-HQ-OA-2010- 
0757.  EPA’s  policy  is  that  all  comments 
received  will  be  included  in  the  public 
docket  without  change  and  may  be 
made  available  online  at  http:// 
www.reguIations.gov,  including  any 
personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  be  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  be  CBI  or  otherwise 
protected  through  http:// 
www.regulations.gov  or  e-mail.  The 
http://www.reguIations.gov  Web  site  is 
an  “anonymous  access”  system,  which 
means  EPA  will  not  know  your  identity 
or  contact  information  unless  you 
provide  it  in  the  body  of  your  comment. 
If  you  send  an  e-mail  comment  directly 
to  EPA  without  going  through  http:// 
www.reguIations.gov  your  e-mail 
address  will  be  automatically  captured 
and  included  as  part  of  the  comment 
that  is  placed  in  the  public  docket  and 
made  available  on  the  Internet.  If  you 
submit  an  electronic  comment,  £PA 
recommends  that  you  include  your 
name  and  other  contact  information  in 
the  body  of  your  comment  and  with  any 
disk  or  CD-ROM  you  submit.  If  EPA 
cannot  read  your  comment  due  to 
technical  difficulties  and  cannot  contact 
you  for  clarification,  EPA  may  not  be 
able  to  consider  your  comment. 
Electronic  files  should  avoid  the  use  of 
special  characters,  cmy  form  of 
encryption,  and  be  firee  of  any  defects  or 


viruses.  For  additional  information 
about  EPA’s  public  docket  visit  the  EPA 
Docket  Center  homepage  at  http:// 
wwu. epa.gov/dockets. 

FOR  FURTHER  INFORMATION  CONTACT: 

Vicki  Ellis,  Office  of  Federal  Advisory 
Committee  Management  and  Outreach, 
Mail  Code  1601M,  Environmental 
Protection  Agency,  1200  Pennsylvania 
Ave.,  NW.,  Washington,  DC  20460; 
telephone  number:  202-564-1203;  fax 
number:  202-564-8129;  e-mail  address; 
ellis.vicki@epa.gov. 

SUPPLEMENTARY  INFORMATION: 

How  can  I  access  the  docket  and/or 
submit  comments? 

EPA  has  established  a  public  docket 
for  this  ICR  under  Docket  ID  No.  EPA-' 
HQ-OA-2010-0757,  which  is  available 
for  online  viewing  at 
v^'wvi'.regulations.gov,  or  in  person 
viewing  at  the  Environmental 
Information  Docket  in  the  EPA  Docket 
Center  (EPA/DC),  EPA  West,  Room 
3334,  1301  Constitution  Ave.,  NW., 
Washington,  DC.  The  EPA/DC  Public 
Reading  Room  is  open  from  8:30  a.m.  to 
4:30  p.m.,  Monday  through  Friday, 
excluding  legal  holidays.  The  telephone 
number  for  the  Reading  Room  is  202- 
566-1744,  and  the  telephone  number  for 
the  Environmental  Information  Docket 
is  202-566-9744. 

Use  http://www.regulations.gov  to 
obtain  a  copy  of  the  draft  collection  of 
information,  submit  or  view  public 
comments,  access  the  index  listing  of 
the  contents  of  the  docket,  and  to  access 
those  documents  in  the  public^docket 
that  are  available  electronically.  Once  in 
the  system,  select  “search,”  then  key  in 
the  docket  ID  number  identified  in  this 
document. 

What  information  is  EPA  particularly 
interested  in? 

Pursuant  to  section  3506(c)(2)(A)  of 
the  PRA,  EPA  specifically  solicits 
comments  and  information  to  enable  it 
to: 

(i)  Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  Agency,  including 
whether  the  information  will  have 
practical  utility; 

(ii)  Evaluate  the  accuracy  of  the 
Agency’s  estimate  of  the  burden  of  the 
proposed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assumptions  used; 

(iii)  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and 

(iv)  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
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use  of  appropriate  automated  electronic, 
mechanical,  or  other  technological 
collection  techniques  or  other  forms  of . 
information  technology,  e.g.,  permitting 
electronic  submission  of  responses.  In 
particular,  EPA  is  requesting  comments 
from  very  small  businesses  (those  that 
employ  less  than  25)  on  examples  of 
spei:ific  additional  efforts  that  EPA 
could  make  to  reduce  the  paperwork 
burden  for  very  small  businesses 
affected  by  this  collection. 

What  should  I  consider  when  I  prepare 
my  comments  for  EPA? 

You  may  find  the  following 
suggestions  helpful  for  preparing  your 
comments: 

1.  Explain  your  views  as  clearly  as 
possible  and  provide  specific  examples. 

2.  Describe  any  assumptions  that  you 
used. 

3.  Provide  copies  of  any  technical 
information  and/or  data  you  used  that 
support  your  views. 

4.  If  you  estimate  potential  burden  or 
costs,  explain  how  you  arrived  at  the 
estimate'  that  you  provide. 

5.  Offer  alternative  ways  to  improve 
the  collection  activity. 

6.  Make  sure  to  submit  your 
comments  by  the  deadline  identified 
under  DATES. 

7.  To  ensure  proper  receipt  by  EPA, 
be  sure  to  identify  the  docket  ID  number 
assigned  to  this  action  in  the  subject 
line  on  the  first  page  of  your  response. 
You  may  also  provide  the  name,  date, 
and  Federal  Register  citation. 

What  information  collection  activity  or 
ICR  does  this  apply  to? 

Affected  entities:  Entities  potentially 
affected  by  this  action  are 
approximately  300  candidates  for 
membership  as  Special  Government 
Employees  (SGEs)  on  EPA  Federal 
advisory  committees.  The  Form  3110- 
48  (7-08)  is  completed  as  part  of  the 
member  selection  process  and  before 
they  are  invited  to  serve  as  a  member  of 
a  Federal  Advisory  Committee  (FAC)  at 
EPA. 

Title:  Confidential  Financial 
Disclosure  Form  for  Special 
Government  Employees  Serving  on. 
Federal  Advisory  Committees  at  the 
U.S.  Environmental  Protection  Agency 
(Renewal). 

ICR  numbers:  EPA  ICR  No.  2260.04, 
0MB  Control  No.  2090-0029. 

ICR  status:  This  ICR  is  currently 
scheduled  to  expire  on  05/31/2011.  An 
Agency  may  not  conduct  or  sponsor, 
and  a  person  is  not  required  to  respond 
to,  a  collection  of  information,  unless  it 
displays  a  currently  valid  OMB  control 
number.  The  OMB  control  numbers  for 
EPA’s  regulations  in  title  40  of  the  CFR, 


after  appearing  in  the  Federal  Register 
when  approved,  are  listed  in  40  CFR 
part  9,  are  displayed  either  by 
publication  in  the  Federal  Register  or 
by  other  appropriate  means,  such  as  on 
the  related  collection  instrument  or 
form,  if  applicable.  The  display  of  OMB 
control  numbers  in  certain  EPA 
regulations  is  consolidated  in  40  CFR 
part  9. 

Abstract:  The  purpose  of  this 
information  collection  request  is  to 
assist  the  United  States  Environmental 
Protection  Agency  (EPA  or  the  Agency) 
in  selecting  Federal  advisory  committee 
members  who  will  be  appointed  as 
Special  Government  Employees  (SGEs), 
mostly  to  EPA’s  scientific  and  technical 
committees.  To  select  SGE  members  as 
efficiently  and  cost  effectively  as 
possible,  the  Agency  needs  to  evaluate 
potential  conflicts  of  interest  before  a 
candidate  is  hired  as  an  SGE  and 
appointed  as  a  member  to  a  committee 
by  EPA’s  Administrator  dr  Deputy 
Administrator. 

Agency  officials  developed  the 
“Confidential  Financial  Disclosure  Form 
for  Special  Government  Employees 
Serving  on  Federal  Advisory 
Committees  at  the  U.S.  Environmental 
Protection  Agency,”  also  referred  to  as 
Form  3110—48  (7-08),  for  greater 
inclusion  of  information  to  discover  any 
potential  conflicts  of  interest  as 
recommended  by  the  Government 
Accountability  Office. 

Burden  Statement:  The  annual  public 
reporting  and  recordkeeping  burden  for 
thi^  collection  of  information  is 
estimated  to  average  one  hour  per 
response.  Burden  means  the  total  time, 
effort,  or  financial  resources  expended 
by  persons  to  generate,  maintain,  retain, 
or  disclose  or  provide  information  to  or 
for  a  Federal  agency.  This  includes  the 
time  needed  to  review  instructions; 
develop,  acquire,  install,  and  utilize 
technology  and  systems  for  the  purposes 
of  collecting,  validating,  and  verifying 
information,  processing  and 
maintaining  information,  and  disclosing 
and  providing  information;  adjust  the 
existing  ways  to  comply  with  any 
previously  applicable  instructions  and 
requirements  vyhich  have  subsequently 
changed;  train  personnel  to  be  able  to 
respond  to  a  collection  of  information; 
search  data  sources;  complete  and 
review  the  collection  of  information; 
and  transmit  or  otherwise  disclose  the 
information. 

The  ICR  provides  a  detailed 
explanation  of  the  Agency’s  estimate, 
which  is  only  briefly  summarized  here: 

•  Estimated  total  number  of  potential 
respondents:  300. 

•  Frequency  of  response:  Annual. 


•  Estimated  total  average  number  of 
responses  for  each  respondent:  1. 

•  Estimated  total  annual  burden 
hours:  300  hours/1  hour  per  respondent. 

•  Estimated  total  annual  costs: 
$40,800.  There  is  no  capital  investment 
or  maintenance  and  operational  costs. 

Are  there  changes  in  the  estimates  from 
the  last  approval? 

The  burden  estimates  have  been 
changed  to  reflect  an  increase  of 
respondent  costs  to  complete  the  form 
to  cover  the  next  three  years.  There  is 
no  increase  of  hours  in  the  total 
estimated  respondent  burden  compared 
with  that  identified  in  the  ICR  currently 
approved  by  OMB. 

What  is  the  next  step  in  the  process  for 
this  ICR? 

EPA  will  consider  the  comments 
received  and  amend  the  ICR  as 
appropriate.  The  final  TCR  package  will 
then  be  submitted  to  OMB  for  review 
and  approval  pursuant  to  5  CFR 
1320.12.  At  that  time,  EPA  will  issue 
another  Federal  Register  notice 
pursuant  to  5  CFR  1320.5(a)(l)(iv)  to 
announce  the  submission  of  the  ICR  to 
OMB  and  the  opportunity  to  submit 
additional  comments  to  OMB.  If  you 
have  any  questions  about  this  ICR  or  the 
approval  process,  please  contact  the 
technical  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT. 

Dated:  November  17,  2010. 

Timothy  O.  Sherer, 

Acting  Director,  Office  of  Federal  Advisory 
Committee  Management  and  Outreach. 

[FR  Doc.  2010-29623  Filed  11-23-10;  8:45  am] 

BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OAR-201 0-0410;  FRL-9231-7] 

Agency  Information  Collection 
Activities;  Submission  to  OMB  for 
Review  and  Approval;  Comment 
Request;  Nomination  Application  for 
the  U.S.  EPA  Montreal  Protocol 
Awards;  EPA'ICR  No.  2389.01,  OMB 
Control  No.  2060-NEW 

AGENCY:  Environmental  Protection 
Agency  (EPA). 
action:  Notice. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  (PRA)(44 
U.S.C.  3501  et  seq.),  this  document 
announces  that  an  Information 
Collection  Request  (ICR)  has  been 
forwarded  to  the  Office  of  Management 
and  Budget  (OMB)  for  review  and 
approval.  This  is  a  request  for  a  new 
collection.  The  ICR,  which  is  abstracted 
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below,  describes  the  nature  of  the 
information  collection  and  its  estimated 
burden  and  cost. 

DATES:  Additional  comments  may  be 
submitted  on  or  before  December  27, 
2010. 

ADDRESSES:  Submit  your  comments, 
referencing  Docket  ID  No.  EPA-HQ- 
OAR-2010-0410,  to  (1)  EPA  online 
using  http://www.regulations.gov  (our 
preferred  method),  or  by  mail  to:  EPA 
Docket  Center,  Environmental 
Protection  Agency,  Air  and  Radiation 
Docket,  Mail  Code  2822 IT,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 

DC  20460,  and  (2)  OMB  by  mail  to: 

Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget  (OMB),  Attention:  Desk  Officer 
for  EPA,  725  17th  Street,  NW., 

•  Washington,  DC  20503. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jeremy  Arling,  Office  of  Air  and 
Radiation,  Stratospheric  Protection 
Division  (6205 J),  Environmental 
Protection  Agency,  1200  Pennsylvania 
Ave.,  NW.,  Washington,  DC  20460; 
telephone  number:  202-343-9055;  fax 
number:  202-343-2362;  e-mail  address: 
arling.jeremy@epa  .gov. 

SUPPLEMENTARY  INFORMATION:  EPA  has 
submitted  the  following  ICR  to  OMB  for 
review  and  approval  according  to  the 
procedures  prescribed  in  5  CFR  1320.12. 
On  July  7,  2010  (75  FR  39012),  EPA 
sought  comments  on  this  ICR  pursuant 
to  5  CFR  1320.8(d).  EPA  received  no 
comments.  Any  additional  comments  on 
this  ICR  should  be  submitted  to  EPA 
and  OMB  within  30  days  of  this  notice. 

EPA  has  established  a  public  docket 
for  this  ICR  under  Docket  ID  No.  EPA- 
OAR-HQ-2010-4)410,  which  is 
available  for  online  viewing  at  http:// 
www.regulations.gov,  or  in  person 
viewing  at  the  Air  and  Radiation  Docket 
in  the  EPA  Docket  Center  (EPA/EKD), 

EPA  West,  Room  3334, 1301 
Constitution  Ave.,  NW.,  Washington, 

DC.  The  EPA/DC  Public  Reading  Room 
is  open  from  8  a.m.  to  4:30  p.m., 

Monday  through  Friday,  excluding  legal 
holidays.  The  telephone  nymber  for  the 
Reading  Room  is  202-566-1744,  and  the 
telephone  number  for  the  Air  and 
Radiation  Docket  is  202-566-1742. 

Use  EPA’s  electronic  docket  and 
comment  system  at  http:// 
www.regulations.gov,  to  submit  or  view 
public  comments,  access  the  index 
listing  of  the  contents  of  the  docket,  and 
to  access  those  documents  in  the  docket 
that  are  available  electronically.  Once  in 
the  system,  select  “docket  search,”  then 
key  in  the  docket  ID  number  identified 
above.  Pleeise  note  that  EPA’s  jxjlicy  is 
that  public  comments,  whether 
submitted  electronically  or  in  paper. 


will  be  made  available  for  public  • 
viewing  at  http://www.regulations.gov 
as  EPA  receives  them  and  without  ■ 
change,  unless  the  comment  contains 
copyrighted  material,  confidential 
business  information  (CBI),  or  other 
information  whose  public  disclosure  is 
restricted  by  statute.  For  further 
information  about  the  electronic  docket, 
go  to  http://www.regulations.gov. 

Title:  Nomination  Application  for  the 
U.S.  EPA  Montreal  Protocol  Awards 

ICR  numbers:  EPA  ICR  No.  2389.01, 
OMB  Control  No.  2060-NEW. 

ICR  Status:  This  ICR  is  for  a  new 
information  collection  activity.  An 
Agency  may  not  conduct  or  sponsor, 
and  a  person  is  not  required  to  respond 
to,  a  collection  of  information,  unless  it 
displays  a  currently  valid  OMB  control 
number.  The  OMB  control  numbers  for 
EPA’s  regulations  in  title  40  of  the  CFR, 
after  appearing  in  the  Federal  Register 
when  approved,  are  listed  in  40  CFR 
part  9,  are  displayed  either  by 
publication  in  the  Federal  Register  or 
by  other  appropriate  means,  such  as  on 
the  related  collection  instrument  or 
form,  if  applicable.  The  display  of  OMB 
control  numbers  in  certain  EPA 
regulations  is  consolidated  in  40  CFR 
part  9. 

Abstract:  The  U.S.  Environmental 
Protection  Agency  (EPA)  Stratospheric 
Protection  Division  established  the  U.S. 
EPA  Montreal  Protocol  Award  (USMPA) 
program  in  1990  to  recognize 
outstanding  contributions  to  the 
protection  of  the  Earth’s  stratospheric 
ozone  layer.  It  is  named  after  the 
international  treaty  that  aims  to  reverse 
erosion  of  the  ozone  layer  by  replacing 
and/or  phasing  out  the  production  of 
ozone-depleting  substances  (ODS). 

Since  1990,  EPA  has  presented  more 
than  500  awards  to  outstanding 
individuals,  teams,  companies, 
organizations,  and  government 
institutions  in  54  countries.  Awards  are 
particularly  prestigious  because 
nominees  compete  globally  against  the 
accomplishments  of  many  other 
potential  awardees,  and  recipients  are 
selected  by  previous  awardees  and  EPA. 

Participation  in  the  program  requires 
applicants  (called  nominees  or 
nominators)  to  complete  a  nomination 
form  that  details  the  project  or  activity 
they  believe  is  worthy  of  the  USMPA 
award.  EPA  seeks  nominations  for  the 
following-accomplishments:  Originality 
and  public  purpose;  leadership  and 
corporate  responsibility;  global 
perspective  and  implication;  actual 
elimination  of  ozone-depleting 
substance  emissions;  success  in 
eliminating  substances  that  deplete  the 
ozone  layer  and  contribute  to  climate 
change  or  in  transitioning  to  alternatives 


with  reduced  environmental  impact;  or 
leadership  in  improving  awareness  of 
the  harmful  health  effects  of 
overexposure  to  ultraviolet  radiation. 

Burden  Statement:  The  annual  public 
reporting  and  recordkeeping  burden  for 
this  collection  of  information  is 
estimated  to  average  less  than  three 
hours  per  response.  Burden  means  the 
total  time,  effort,  or  financial  resources 
expended  by  persons  to  generate, 
maintain,  retain,  or  disclose  or  provide 
information  to  or  for  a  Federal  agency. 
This  includes  the  time  needed  to  review 
instructions;  develop,  acquire,  install, 
and  utilize  technology  and  systems  for 
the  purposes  of  collecting,  validating, 
and  verifying  information,  processing 
and  maintaining  information,  and 
disclosing  and  providing  information; 
adjust  the  existing  ways  to  comply  with 
any  previously  applicable  instructions 
and  requirements  which  have 
subsequently  ch§mged;  train  personnel 
to  be  able  to  respond  to  a  collection  of 
information;  search  data  sources; 
complete  and  review  the  collection  of 
information;  and  transmit  or  otherwise 
disclose  the  information. 

Respondents/Affected  Entities: 
Entities  potentially  affected  by  this 
action  include  those  working  in  public 
administration;  chemical 
manufacturing;  professional,  scientific 
and  technical  services;  voluntary  health 
organizations;  environment, 
conservation  and  wildlife  organizations; 
business  associations;  and  professional 
organizations 

Estimated  Number  of  Respondents: 

25. 

Frequency  of  Response:  Annually, 
occasionally. 

Estimated  Total  Annual  Hour  Burden: 
63. 

Estimated  Total  Annual  Cost:  $2,080, 
which  includes  no  annualized  capital  or 
O&M  costs. 

Dated:  November  18,  2010. 

John  Moses, 

Director,  Collection  Strategies  Division. 

(FR  Doc.  2010-29631  Filed  11-23-10;  8:45  am] 
BILUNG  CODE  6S60-50-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OPPT-201 0-0880;  FRL-8852-1] 

Certain  New  Chemicals;  Receipt  and 
Status  Information 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice. 

SUMMARY:  Under  sections  5(d)(2)  and 
5(d)(3)  of  the  Toxic  Substances  Control 


Federal  Register  /  VoU  '75/, <  No.  226/ Wednesday,  November  Notiices 


71689 


Act  (TSCA),  EPA  is  required  to  publish 
in  the  Federal  Register  a  notice  of 
receipt  of  a  premanufacture  notice 
(PMN)  or  an  application  for  a  test 
marketing  exemption  (TME),  and  to 
publish  in  the  Federal  Register  periodic 
status  reports  on  the  new  chemicals 
under  review  and  the  receipt  of  notices 
of  commencement  (NOC)  to  begin  the 
manufacture  of  those  chemicals.  This 
document  covers  the  period  from 
September  20,  2010,  to  October  8,  2010, 
and  provides  the  required  notice  and 
status  report  for  the  PMNs  and  TMEs, 
both  pending  or  expired,  and  the  NOCs 
to  manufacture  a  new  chemical  that  the 
Agency  has  received  under  TSCA 
section  5  during  this  time  period. 

DATES:  Comments  must  be  received  on 
or  before  December  27,  2010. 

ADDRESSES:  Submit  your  comments, 
identified  by  docket  identification  (ID) 
number  EPA-HQ-OPPT-2010-0880, 
and  the  specific  PMN  number  or  TME 
number  for  the  chemical  related  to  your 
comment,  by  one  of  the  following 
methods: 

•  Federal  eRuIemaking  Portal:  http:// 
wwH’.reguIations.gov.  Follow  the  on-line 
instructions  for  submitting  comments. 

•  Mail:  Document  Control  Office 
(7407M),  Office  of  Pollution  Prevention 
and  Toxics  (OPPT),  Environmental 
Protection  Agency,  1200  Pennsylvania 
Ave.,  NW.,  Washington,  DC  20460- 
0001. 

•  Hand  Delivery:  OPPT  Document 
Control  Office  (DCO),  EPA  East  Bldg., 
Rm.  6428,  1201  Constitution  Ave.,  NW., 
Washington,  DC.  The  DCO  is  open  from 
8  a.m.  to  4  p.m.,  Monday  through 
Friday,  excluding  legal  holidays.  The 
telephone  number  for  the  DCO  is  (202) 
564-8930.  Such  deliveries  are  only 
accepted  during  the  DCO’s  normal 
hours  of  operation,  and  special 
arrangements  should  be  made  for 
deliveries  of  boxed  information. 

Instructions:  EPA’s  policy  is  that  all 
comments  received  will  be  included  in 
the  docket  without  change  and  may  be 
made  available  on-line  at  http://  • 
www.regulations.gov,  including  any. 
personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  be  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  be  CBI  or  otherwise 
protected  through  regulations.gov  or  e- 
mail.  The  regulations.gov  Web  site  is  ah 
“anonymous  access”  system,  which 
means  EPA  will  not  know  your  identity 
or  contact  information  unless  you 
provide  it  in  the  body  of  your  comment. 
If  you  send  an  e-mail  directly  to  EPA 
without  going  through  regulations.gov. 


your  e-mail  address  will  be 
automatically  captured  and  included  as 
part  of  the  comment  that  is  placed  in  the 
docket  and  made  available  on  the 
Internet.  If  you  submit  an  electronic 
comment,  EPA  recommends  that  you  , 
include  your  name  and  other  contact 
information  in  the  body  of  your 
comment  and  with  any  disk  or  CD-ROM 
you  submit.  If  EPA  cannot  read  your 
comment  due  to  technical  difficulties 
and  cannot  contact  you  for  clarification, 
EPA  may  not  be  able  to  consider  your 
comment.  Electronic  files  should  avoid 
the  use  of  special  characters,  any  form 
of  encryption,  and  be  free  of  any  defects 
or  viruses. 

Docket:  All  documents  in  the  docket 
are  listed  in  the  docket  index  available 
at  http://www.reguIations.gov.  Although 
listed  in  the  index,  some  information  is 
not  publicly  available,  e.g.,  CBI  or  other 
information  whose  disclosure  is 
restricted  by  statute.  Certain  other 
material,  such  as  copyrighted  material, 
will  be  publicly  available  only  in  hard 
copy.  Publicly  available  docket 
materials  are  available  electronically  at 
http://www.reguIations.gov,  or,  if  only 
available  in  hard  copy,  at  the  OPPT 
Docket.  The  OPPT  Docket  is  located  in 
the  EPA  Docket  Center  (EPA/DC)  at  Rm. 
3334,  EPA  West  Bldg.,  1301 
Constitution  Ave.,  NW.,  Washington, 

DC.  The  EPA/DC  Public  Reading  Room 
hours  of  operation  cure  8:30  a.m.  to  4:30 
p.m.,  Monday  through  Friday, -excluding 
legal  holidays.  The  telephone  number  of 
the  EPA/DC  Public  Reading  Room  is 
(202)  566-1744,  and  the  telephone 
number  for  the  OPPT  Docket  is  (202) 
566-0280.  Docket  visitors  are  required 
to  show  photographic  identification, 
pass  through  a  metal  detector,  and  sign 
the  EPA  visitor  log.  All  visitor  bags  are 
processed  through  an  X-ray  machine 
and  subject  to  search.  Visitors  will  be 
provided  an  EPA/DC  badge  that  must  be 
visible  at  all  times  in  the  building  and 
returned  upon  departure. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

technical  information  contact:  Bernice 
Mudd,  Information  Management  7407M, 
Office  of  Pollution  Prevention  and 
Toxics,  Environmental  Protection 
Agency,  1200  Pennsylvania  Ave.,  NW., 
Washington,  DC  20460-0001;  telephone 
number:  (202)  564-8951;  fax  number: 
(202)  564-8955;  e-mail  address: 
mudd.bernice@epa.gov. 

For  general  information  contact:  The 
TSCA-Hotline,  ABVI-Goodwill,  422 
South  Clinton  Ave.,  Rochester,  NY 
14620;  telephone  number;  (202)  554- 
1404;  e-mail  address:  TSCA- 
Hotline@ep^  gov. 

SUPPLEMENTARY  INFORMATION: 


I.  General  Information 

A.  Does  this  action  apply  to  me? 

This  action  is  directed  to  the  public 
in  general.  As  such,  the  Agency  has  not 
attempted  to  describe  the  specific 
entities  that  this  action  may  apply  to. 
Although  others  may  be  affected,  this 
action  applies  directly  to  the  submitter 
of  the  particular  PMN  or  TME  addressed 
in  this  document.  If  you  have  any 
questions  regarding  the  applicability  of 
this  action  to  a  particular  entity,  consult 
the  person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT. 

B.  What  should  I  consider  as  I  prepare 
my  comments  for  EPA? 

1.  Submitting  CBI.  Do  not  submit  CBI 
to  EPA  through  regulations.gov  or  e- 
mail.  Clearly  mark  the  part  or  all  of  the 
information  that  you  claim  to  be  CBI. 

For  CBI  information  in  a  disk  or  CD- 
ROM  that  you  mail  to  EPA,  mark  the 
outside  of  the  disk  or  CD-ROM  as  CBI 
and  then  identify  electronically  within 
the  disk  or  CD-ROM  the  specific 
information  that  is  claimed  as  CBI.  In 
addition  to  one  complete  version  of  the 
comment  that  includes  information 
claimed  as  CBI,  a  copy  of  the  comment 
that  does  not  contain  the  information 
claimed  as  CBI  must  be  submitted  for 
inclusion  in  the  public  docket. 
Information  marked  as  CBI  will  not  be 
disclosed  except  in  accordance  with 
procedures  set  forth  in  40  CFR  part  2. 

2.  Tips  for  preparing  your  comments. 
When  submitting  comments,  remember 
to: 

i.  Identify  the  document  by  docket  ID 
number  and  other  identifying 
information  (subject  heading.  Federal 
Register  date  and  page  number). 

ii.  Follow  directions.  The  Agency  may 
ask  you  to  respond  to  specific  questions 
or  organize  comments  by  referencing  a 
Code  of  Federal  Regulations  (CFR)  part 
or  section  number. 

iii.  Explain  why  you  agree  or  disagree; 
suggest  alternatives  and  substitute 
language  for  your  requested  changes. 

iv.  Describe  any  assumptions  and 
provide  any  technical  information  and/ 
or  data  that  you  used. 

V.  If  you  estimate  potential  costs  or 
burdens,  explain  how  you  arrived  at 
your  estimate  in  sufficient  detail  to 
allow  for  it  to  be  reproduced.  - 

vi.  Provide  specific  examples  to 
illustrate  your  concerns  and  suggest 
alternatives. 

vii.  Explain  your  views  as  clearly  as 
possible,  avoiding  the  use  of  profanity 
or  personal  threats. 

viii.  Make  sure  to  submit  your 
comments  by  the  comment  period 
deadline  identified. 
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n.  Why  is  EPA  taking  this  action? 

EPA  classifies  chemical  substances  as  . 
either  “existing”  chemicals  or  “new” 
chemicals.  Any  substance  that  is  not  on 
EPA’s  TSCA  Chemical  Substances 
Inventory,  commonly  referred  to  as  the 
the  TSCA  Inventory,  is  classified  as  a 
“new  chemical,”  while  those  that  are  on 
the  TSCA  Inventory  are  classified  as  an 
“existing  chemical.”  For  more 
information  about  the  TSCA  Inventory 
go  to:  http://www.epa.gov/opptintr/ 
newchems/pubs/inventory.htm.  Anyone 
who  plans  to  manufacture  or  import  a 
new  chemical  substance  for  a  mon- 
exempt  commercial  purpose  is  required 
by  section  5  of  TSCA  to  provide  EPA 
with  a  preman ufacture  notice,  or  PMN, 
before  initiating  the  activity.  Section 
5(h)(1)  authorizes  EPA  to  allow  persons. 


upon  application,  to  manufacture 
(includes  import)  or  process  a  new 
chemical  substance,  or  a  chemical 
substance  subject  to  a  significant  new 
use  rule  (SNUR)  issued  under  TSCA 
section  5(a),  for  “test  marketing” 
purposes,  which  is  referred  to  as  a  test 
marketing  exemption,  or  TME.  For  more 
information  about  the  requirements 
applicable  to  a  new  chemical  go  to: 
http://www.epa.gov/oppt/newchems/ . 

Under  TSCA  sections  5(d)(2)  and 
5(d)(3)  of  TSCA,  EPA  is  required  to 
publish  in  the  Federal  Register  a  notice 
of  receipt  of  a  PMN  or  an  application  for 
a  TME  and  to  publish  in  the  Federal 
Register  periodic  status  reports  on  the 
new  chemicals  under  review  and  the 
receipt  of  the  NOCs  to  begin  the 
manufacture  of  those  chemicals.  This 
document,  covers  the  period  from 


September  20,  2010  to  October  8,  2010, 
and  provides  the  required  notice  and 
status  report  for  the  PMNs  and  TMEs, 
both  pending  or  expired,  and  the  NOCs 
to  manufacture  a  new  chemical  that  the 
Agency  has  received  under  TSCA 
section  5  during  this  time  period. 

III.  Receipt  and  Status  Reports 

In  Table  I.  of  this  Unit,  EPA  provides 
the  following  information  (to  the  extent 
that  such  information  is  not  claimed  as 
CBI)  on  the  PMNs  received  by'EPA 
during  this  period:  The  EPA  case 
number  assigned  to  the  PMN,  the  date 
the  PMN  was  received  by  EPA,  the 
projected  end  date  for  EPA’s  review  of 
the  PMN,  the  submitting  manufacturer; 
the  potential  uses  identified  by  the 
manufacturer/importer  in  the  PMN,  and 
the  chemical  identity. 


Table  I— Premanufacture  Notices  Received  From:  9/21/10  to  10/08/10 


— 

Case  No. 

1 

Received  1 
date 

Projected 
review 
end  date 

Manufacturer/ 

importer 

Use 

Chemical 

P-10-0571 

i 

09/21/10 

12/19/10 

CBI  . •• . 

(G)  Inhibitor  for  oil  applications  . 

(G)  Quaternary  ammonium  com¬ 
pound. 

P-10-0572  i 

1 

I 

09/22/10 

12/20/10 

CBI  . 

(S)  Coatings  for  leather;  water 
borne  indusfiral  coatings  like 
wood. 

(G)  Hexamethylenediisocyanate 
homopolymer,  alkoxy-terminated. 

P-10-0573 

09/23/10 

12/21/10 

CBI . : . 

(G)  Polyurethane  (open,  nondisper- 
sive). 

(G)  Thermoplastic  polyurethane. 

P-10-0574 

09/23/10 

12/21/10 

CBI  . 

(G)  Additive,  open,  non-dispersive 
use. 

(G)'  Polyisocyanate,  reaction  prod¬ 
uct  with  polyalkylene  oxide. 

P-10-0575 

09/27/10 

12/25/10 

Eastman  Kodak  Com¬ 
pany. 

(S)  Polymer  used  in  manufacture 
of  imaging  media/products;  for 
export. 

(G)  Methacrylic  acid  polymer  with 
isoalkylmethacrylamide, 

'  arylmethacrylate,  and 

alkenylmethacrylate. 

P-1 0-0576 

09/27/10 

12/25/10 

CBI  . 

(S)  A  surfactant  in  hard  surface 
cleaning  detergent;  laundry  de¬ 
tergent. 

(G)  All^loxypfopyliminodipropionic 
acid,  monosodium  salt. 

P-10-0577 

09/27/10 

12/25/10 

CBI  . 

(G)  Anti-friction  coating  . 

(G)  Polyamideimide. 

P-10-0578 

09/27/10 

12/25/10 

CBI  . 

(G)  Used  in  industrial  coatings . 

(G)  Alkylenealkanedioic  acid,  poly¬ 
mer  with  alkenylbenzene  and 
alkenenitrile,  ammonium  salt, 
alkylhydroperoxide-initiated. 

P-1 0-0579 

'  09/27/10 

12/25/10 

CBI  . 

(S)  An  isocyanate  for  adhesives 
formulations. 

(G)  Aromatic  isocyanate,  polymer 
with  alkoxides  and  diol. 

P-10-0580 

09/27/10 

12/25/10 

CBI  . 

(G)  Hole  injection  layer  in  a 
polylmeric  photovoltaic  module. 

(G)  Hetrorponocyclic[3,4- 

bjthiophene,  homopolymer,  2-[l- 
[difluoro[(1,2,2-trifluoroethenyl) 
oxy]methyl]-1 ,2,2,2- 
tetrafluoroethoxy]-1 ,1,2,2- 
tetrafluoroethyoxy]-1 ,1 ,2,2-tetra 
fluoroethanesulfonic  acid-tefra 
fluoroethylene  polyer-doped. 

P-10-0581 

09/29/10 

12/27/10 

CBI  . 

(G)  Anti-caking  agent  . 

(S)  Iron,  isoqierized  tartarate  so¬ 
dium  complexes. 

P-10-0582 

09/28/10 

12/26/10 

CBI  . 

(G)  Moisture  curing  polyurethane 
adhesive.  The  predicted  volume 
for  every  application  is  same  for 

1  all  6  chemical  substances.  The 
production  is  same  for  all  6  sub¬ 
stances. 

(G)  Isocyanate  terminated  ure¬ 
thane  polymer. 

P-10-0583 

I  09/28/10 

! 

12/26/10 

i 

CBI  . 

1 

i 

1 

1 

(G)  Moisture  curing  polyurethane 
adhesive.  The  predicted  volume 
'  for  every  application  is  same  for 

1  all  6  chemical  substances.  The 
production  is  same  for  all  6  sub- 
1  stances. 

(G)  Isocyanate  terminated  ure¬ 
thane  polymer. 

1 
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Table  I— Premanufacture  Notices  Received  From;  9/21/10  to  10/08/10— Continued 


- r 

1 

Case  No. 

Received 

date 

1 

Projected 
review 
end  date 

1 

Manufacturer/  i 

importer  j 

Use 

Chemical 

P-10-0584 

i 

09/28/10  1 

j 

12/26/10 

CBI  . 

1 

'  ■  •  i 

1 

! 

(G)  Moisture  curing  polyurethane 
adhesive.  The  predicted  volume 
for  every  application  is  same  for 
all  6  chemical  substances.  The 
production  is  same  for  all  6  sub¬ 
stances.  1 

(G)  Isocyanate  terminated  ure¬ 
thane  polymer. 

P-10-0585 

i 

09/28/10 

j 

12/26/10 

CBI  . . . 

(G)  Moisture  curing  polyurethane  1 
adhesive.  The  predicted  volume 
for  every  application  is  same  for 
all  6  chemical  substances.  The 
production  is  same  for  all  6  sub¬ 
stances. 

(G)  Isocyanate  terminated  ure¬ 
thane  polymer. 

P-10-0586  1 

09/28/10 

i 

i 

1 

12/26/10 

CBI  . . 

i 

(G)  Moisture  curing  polyurethane 
adhesive.  The  predicted  volume 
for  every  application  is  same  for 
all  6  chemical  substances.  The 
production  is  same  for  all  6  sub¬ 
stances. 

(G)  Isocyanate  terminated  ure¬ 
thane  polymer. 

P-10-0587 

09/28/10 

. 

12/26/10 

CBI  . 

(G)  Moisture  curing  polyurethane 
adhesive.  The  predicted  volume 
for  every  application  is  same  for 
all  6  chemical  substances.  The 
production  is  same  for  all  6  sub¬ 
stances. 

(G)  Isocyanate  terminated  ure¬ 
thane  polymer. 

P-10-0588 

■ 

09/29/10 

12/27/10 

CBI  . 

(S)  Precursor  to  polyimide  resin 
used  in  aircraft  material;  pre¬ 
cursor  to  polyimide  resin  used  in 
electronic  and  it  material. 

(S)  Benzenamine,  4,4’-[1 ,3- 

pheny!enebis(1- 
methylethylidene)]bis-. 

P-10-0589 

09/30/10 

12/28/10 

CBI  . 

(G)  Plasticizer  for  resin  . 

(G)  Dibasic  acid  ester. 

P-10-0590 

09/28/10 

12/26/10 

CBI  . 

(G)  Component/additive  in  polymer 
resins. 

(G)  Modified  ketal  ester. 

P-10-0591 

09/30/10 

12/28/10 

CBI  . 

(G)  Adhesive  system  component  ... 

(G)  Methylenebis[isocyanatoberv 
zene],  polymer  with  alkanedioic 
acid,  alkylene  glycols, 

alkoxylated  alkanepolyol  and 
substituted  trialkoxysilane. 

P-10-0592 

09/28/10 

12/26/10 

Cytec  Industries  Inc  . 

(G)  Coating  resin  . 

(G)  Fatty  acids,  polymer  with  sub¬ 
stituted  carbopolycycle, 

substuted  alkylamines,  sub¬ 
stituted  alkyleneoxide  and 
glycidyl  alkanoate,  substituted 
alkanoic  acid  (salts). 

P-10-0593 

09/29/10 

12/27/10 

CBI  . 

(G)  Adhesive  ingredient  . 

(G)  Modified  starch. 

P-11-0001 

10/01/10 

12/29/10 

CBI  . 

(G)  Crosslinking  agent  for  coatings 

(G)  Aromatic  poly  isocyanate,  ali¬ 
phatic  polyol  blocked. 

P-11-0002 

10/01/10 

■  .12/29/10 

CBI  . 

(G)  Crosslinking  agent  for  coatings 

(G)  Aromatic  polyisocyanate,  ali¬ 
phatic  polyol  blocked. 

P-11-0003 

10/01/10 

12/29/10 

CBI  . 

(G)  Crosslinking  agent  for  coatings 

(G)  Aromatic  polyisocyanate,  ali¬ 
phatic  polyol  blocked. 

P-11-0004 

10/01/10 

12/29/10 

CBI  . 

(G)  Crosslinking  agent  for  coatings 

(G)  Aromatic  polyisocyanate,  ali¬ 
phatic  polyol  blocked. 

P-11-0005 

10/01/10 

12/29/10 

CBI  . . 

(G)  Crosslinking  agent  for  coatings 

(G)  Aromatic  polyisocyanate,  ali¬ 
phatic  polyol  blocked. 

P-11-0006 

1  10/01/10 

12/29/10 

CBI  . 

1 

(G)  Crosslinking  agent  for  coatings 

(G)  Aromatic  polyisocyanate,  ali- 
1  phatic  polyol  blocked. 

P-11-0007 

i  10/01/10 

1  12/29/10 

I 

I 

j  Organic  Dyestuffs  Cor- 
poration. 

! 

(S)  Leather  dye  for  distribution; 
other  dyeing  applications  as 

1  needed. 

j  (S)  2,7-naphthalenedisulfonic  acid, 
j  4-amino-6-[[4-[[[4-[(2,4- 
1  diaminophenyl)azo]phenyl]amino] 

1  sulfonyl]phenyl]azo]-5-hydroxy-3- 
[(4-nitrophenyl)azo]-,  dipotassium 
salt. 

P-11-0008 

10/01/10 

12/29/10 

CBI  . . 

(G)  Component  in  resins . 

(G)  Modified  ketal  ester. 

P-11-0009 

10/04/10 

01/01/11 

Interchem,  Inc . 

1  (S)  Water  soluble  corrosion  inhib- 
!  itor. 

(S)  Resin  for  coatings,  stains, 
primes  and  lacquers. 

(G)  Alkoxylated  imidazoline. 

P-11-0010 

10/04/10 

!  01/01/11 

1 

i 

CBI  . . . 

(G)  Fatty  acid  modified  polyester 
aliphatic  polyurethane  disper¬ 
sion. 

P-1 1-001 1 

10/05/10 

i 

j  01/02/11 

1 

Die  International  (USA) 
LLC. 

(G)  Adhesive  . 

j  (G)  Polyol  blocked  cycloaliphatic 

I  amine  polymer. 
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Table  I— Premanufacture  Notices  Received  From:  9/21/10  to  10/08/10 — Continued 


- 1 

Case  No. 

;  1 

Received 
!  date 

1  ' 

Projected 
reviews 
end  date 

Manufacturer/ 

importer 

Use 

Chemical 

P-11-CX)12 

10/07/10 

01/04/11 

CBI  . 

j  ■ 

(G)  A  polymer  used  in  a  concrete 
admixture  which  retains  work¬ 
ability  by  retaining  slump  in  con¬ 
crete  precast  applications. 

(G)  2-propenoic  acid,  2-methyl-, 
telomer  with  2-propenoic  acid 
and  sodium  phosphinate  (1:1), 
ester  with  polyethylene  glycol, 
peroxydisulfuric  acid  ([ho)s(o)2i 
2o2)sodium  salt  (1 :2)-initiated. 

P-11-0013 

10/05/10 

01/02/11 

Cytec  Industries  Inc  . 

(G)  Coatings  resin  . 

(G)  Alkyl  dioic  acid,  polymer  with 
substituted  alkanoate,  alkyl 
diisocyanate,  alkyidiol,  and  sub 
stituted  alkanoic  acid. 

P-11-0014 

10/05/10 

01/02/11 

Goulston  Technologies, 
Inc. 

(G)  Component  of  lubricant  for  fin¬ 
ish  product  for  fiber  and  yam. 

(G)  Alkyl  amine  salt. 

P-11-0015 

10/06/10 

01/03/11 

CBI  . 

(S)  Ingredient  for  fragrance  produc¬ 
tion. 

(S)  Cyclohexanepentanol,  -methyl-. 

In  Table  II.  of  this  Unit,  EPA  provides 
the  following  information  (to  the  extent 
that  such  information  is  not  claimed  as 
CBI)  on  the  TMEs  received  by  EPA 


during  this  period:  The  EPA  case 
number  assigned  to  the  TME,  the  date 
the  TME  was  received  by  EPA,  the 
projected  end  date  for  EPA’s  review  of 


the  TME,  the  submitting  manufacturer/ 
importer,  the  potential  uses  identified 
by  the  manufacturer/importer  in  the 
TME,  and  the  chemical  identity. 


Table  II— Test  Marketing  Exemption  Notices  Received  From:  09/21/10  to  10/08/10 


Case  No. 

i 

Received  date 

Projected  re¬ 
view  end  date 

Manufacturer/importer 

Use 

Chemical 

T-1 0-0009  ... 

09/28/10 

11/11/10 

! 

Cytec  Industries  Inc. .. 

i 

(G)  Coating  resin . 

(G)  Fatty  acids,  polymer  with  substituted 
carbopolycycle,  substituted  akylamines, 
substituted  akyineoxide  and  glycidyl 
alkenoate,  substituted  alkanoic  acid 
(salts). 

T-1 1-0001  ... 

10/05/10 

1  11/18/10 

1 

1 _ _ _ 

Cytec  Industries  Inc.  .. 

(G)  Coating  resin . 

(G)  Alkyl  dioic  acid,  polymer  with  substituted 
alkanoate,  alkyl  diisocyanate,  alkyidiol, 
and  substituted  alkanoic  acid. 

In  Table  III.  of  this  Unit,  EPA  provides 
the  following  information  (to  the  extent 
that  such  information  is  not  claimed  as 


CBI)  on  the  NOCs  received  by  EPA 
during  this  period:  The  EPA  case 
number  assigned  to  the  NOC,  the  date 


the  NOC  was  received  by  EPA,  the 
projected  end  date  for  EPA’s  review  of 
the  NOC,  and  the  chemical  identity. 


Table  III— Notices  of  Commencement  From:  9/21/10  to  10/08/10 


Case  No. 

Received  date 

Commence¬ 
ment  notice 
review  end 
date 

Chemical 

P-00-0129  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid,  /V,/V’-1-,2-ethanediylbis-,  compound  with  2-aminoethanol  (1 :3). 

P-00-0130  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid,  N,N’-^  ,2-ethanediylbis-,  compound  with  2-aminoethanol  (1 :4). 

P-00-0131  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid,  A/,/V-1 ,2-ethanediylbis-,  sodium  salt. 

P-00-0135  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid,  N,N'-'\  ,2-ethanediylbis-,  tetrasodium  salt. 

P-00-0136  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid,  N,N'-^  ,2-ethanediylbis-,  potassium  salt. 

P-00-0139  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid,  /V,/\/’-1 ,2-ethanediylbis-,  tripotassium  salt. 

P-00-0140  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid,  /y/,/V’-1 ,2-ethanediylbis-,  tetrapotassium  salt. 

P-00-0144  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid,  /V,/V’-1 ,2-ethanediylbis-,  magnesium  salt  (1:2). 

P-00-0146  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid,  /V,/V’-1,2-ethanediylbis-,  magnesium  sodium  salt  (1:1:2). 

P-00-0153  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid.  /\/,N’-1,2-eth3nediylbis-  sodium  salt,  compound  with  2-aminoethanol. 

P-00-0154  ... 

10/01/10 

09/07/10 

(S)  L-aspartic  acid.  A/, A/’-l  ,2-ethanediylbis-  monosodium  salt,  compound  with  2-aminoethanol 
(1:3). 

(S)  L-aspartic  acid,  /V./V-l  ,2-ethanediylbis-  disodium  salt,  compound  with  2-aminoethanol 
(1:2). 

(S)  L-aspartic  acid,  /\/,A/-1 ,2-ethanediylbis-  trisodium  salt,  compound  with  2-aminoethanol 
(1:1). 

(G)  Alkyl  acid  fluoride. 

P-00-0155  ... 

10/01/10 

09/07/10 

P-00-0156  ... 

10/01/10 

09/07/10 

P-07-0353  ... 

10/07/10 

08/28/10 

P-08-0486  ... 

10/05/10 

09/17/10 

(G)  Polymer  with  .alpha.-hydro-.omega.-hydroxypoly[oxy(methyl-1 ,2-ethanediyl)],  3-hydroxy-2- 
(hydroxymethyl)-2-methylpropanoic  acid  and  alkyidiisocyanate,  ammonium  salt. 

P-09-0083  ... 

10/04/10 

09/03/10 

(G)  Cationic  polyamide. 

P-09-0084  ... 

09/22/10 

09/02/10 

(G)  Benzenesulfonic  acid  salt. 
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Table  III— Notices  of  Commencement  From:  9/21/10  to  10/08/10— Continued 


Case  No. 

Received  date 

Commence¬ 
ment  notice 
review  end 
date 

Chemical 

P-09-0146  ... 

.  10/01/10 

09/28/10 

(S)  Formaldehyde,  polymers  with  acetone-phenol  reaction  products  and  phenol,  sodium  salts. 

P-09-0288  ... 

09/22/10 

08/21/10 

(G)  Alkyl  silsesquioxanes. 

P-09-0430  ... 

10/04/10 

09/14/10 

(G)  Polymeric  monoazo  compound. 

P-09-0431  ... 

10/04/10 

09/14/10 

(G)  Polymeric  monoazo  compound. 

P-09-0432  ... 

10/04/10 

09/14/10 

(G)  Polymeric  monoazo  triphenylmethane. 

P-09-0433  ... 

10/04/10 

09/14/10 

(G)  Polymeric  triphenylmethane. 

P-09-0558  ... 

09/27/10 

09/10/10 

(G)  Modified  ketal. 

P-09-0610  ... 

09/22/10 

09/01/10 

(G)  Alkylbenzene  sulfonic  acid. 

P-10-0050  ... 

09/29/10 

08/30/10 

(G)  Amine  salt.s  of  fatty  acids. 

P-10-0128  ... 

09/23/10 

08/02/10 

(S)  Siloxanes  and  silicones,  di-me,  3-hydroxypropyl  group-terminated,  ethoxylated,  polymers 
.with  1 ,6-diisocyanato-2,2,4-trimethylhexane,  1',6-diisocyanato-2,4,4-trimethylhexane,  poly¬ 
propylene  glycol  ether  with  glycerol  (3:1)  and  polypropylene  glycol  ether  with  pentaerythritol 
(4:1),  polypropylene  glycol  mono-bu  ether-blocked. 

P-10-0133  ... 

09/29/10 

09/21/10 

(G)  Alkyl  sulfide,  manuf.  of,  by-products  from,  distn.  lights. 

P-1 0-01 86  ... 

09/27/10 

09/08/10 

(G)  Alkyl  phosphate  salt. 

P-10-0293  ... 

09/21/10 

08/23/10 

(G)  Methacrylate  copolymer. 

P-10-0306  ... 

09/30/10 

08/31/10 

(G)  Unsaturated  polyester  resin. 

P-10-0325  ... 

10/07/10 

1  09/20/10 

1  (G)  Neodymium  ziegler-natta  catalyst. 

P-10-0388  ... 

10/06/10 

08/23/10 

(G)  2-propenoic  acid,  2-methyl-,  polymer  with  alkyl  2-propenoates,  ethenyl  acetate  and  meth- 
j  yl-2-methyl-2-propenoate.  . 

P-10-0389  ... 

10/04/10 

09/08/10 

1  (G)  Amino  acid,  A/-(2-aminoalkyl)-,  salt.  (1:1),  polymers  with  cycloaliphatic  diamine, 

1  alkyidiisocyanate,  alpha-hydro-omega-hydroxy(alkyldiyl)  and  polyalkyl  glycol  mono  alkyl 
ether  blocked,  alkyidiisocyanate-aromatic  diisocyanate,  polyalkyl  glycol  mono  alkyl  ether 
blocked. 

P-10-0394  ... 

10/07/10 

09/28/10 

(G)  Aromatic  carboxylic  acid. 

P-10-0395  ... 

10/07/10 

10/01/10 

(G)  Organic  carboxylic  acid. 

P-10-0417  ... 

09/22/10 

09/21/10 

(S)  Amines,  C36-alkylenedi-,  polymers  with  5,5’-[(1-methylethylidene)bis(4,1- 

phenyleneoxy)]bis[1 ,3-isobenzofurandione],  maleated. 

P-10-0430  ... 

10/06/10 

09/28/10 

(G)  Urethane  acrylate. 

If  you  are  interested  in  information 
that  is  not  included  in  these  fables,  you 
may  contact  the  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT  to  access 
I  additional  non-CBI  information  that 
may  be  available. 

List  of  Subjects 

;  Environmental  protection.  Chemicals, 

1  Hazardous  substances,  Imports,  Notice 
;  of  commencement.  Premanufacturer, 
Reporting  and  recordkeeping 
requirements.  Test  marketing 
exemptions. 

i  Dated:  November  17.  2010._ 

Darryl  S.  Ballaard, 

Acting  Director,  Information  Management 
Division,  Office  of  Pollution  Prevention  and 
■.  Toxics.  • 

!  |FR  Doc.  2010-29674  Filed  11-23-10;  8:46  am] 

•  BILLING  CODE  6560-50-P 


I 

! 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OPP-201 0-0966;  FRL-8854-9] 

Pesticide  Program  Dialogue 
Committee;  Announcement  of  New 
Membership  and  Notice  of  Public 
Meetings 

agency:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice. 

SUMMARY:  Pursuant  to  the  Federal 
Advisory  Committee  Act,  EPA  gives 
notice  that  a  public  meeting  of  the  new 
membership  to  the  Pesticide  Program 
Dialogue  Committee  (PPDC)  is 
scheduled  fot  December  14  and  15, 

2010.  A  draft  agenda  is  under 
development  that  will  include  reports 
from  and  discussions  about  current 
issues  from  the  following  PPDC  work 
groups:  21st  Century  Toxicology/New 
Integrated  Testing  Strategies:  Pesticide 
Registration  Improvement  Act  (PRIA) 
Process  Improvements;  Comparative 
Safety  Statements  for  Pesticide  Product 
Labeling;  and  Public  Health  Work 
Group.  Discussion  topics  will  also  cover 
spray  drift,  current  Endangered  Species 
Act  issues,  and  brief  prt^gram  updates 
on  current  regulatory  topics.  PPDC  work 
group  meetings  are  also  being  scheduled 


and  are  open  to  the  public.  The  21st 
Century  Toxicology/New  Integrated 
Testing  Strategies  Work  Group  is 
holding  a  workshop  on  21st  Century 
Science  and  Integrated  Testing  and 
Assessment  Strategies:  Transitioning 
Research  to  Regulatory  Practice  on 
December  13,  2010,  from  9  a.m.  to  5 
p.m.  The  meeting  will  also  be  available 
via  webinar.  A  brochure  and  agenda 
regarding  this  Workshop  and 
information  and  instructions  for 
participating  in  the  webinar  is  found  at: 
http://www.epa.gov/oppfeadl/cb/ppdc/ 
testing/ index.html.  The  PPDC  PRIA 
Process  Improvements  Work  Group  will 
meet  on  December  13,  2010,  from  1  p.m. 
to  4  p.m.  Information  about  this  work 
group  meeting  can  be  found  on  EPA’s 
Web  site  at:  http://wwvi'.epa.gov/ 
pesticides /ppdc. 

DATES:  The  PPDC  meeting  will  be  held 
on  Tuesday,  December  14,  2010,  from  9 
a.m.  to  5  p.m.,  and  Wednesday, 
December  15,  2010,  from  9  a.m.  to  noon. 

To  reque.st  accommodation  of  a 
disability,  please  contact  the  person 
listed  under  FOR  FURTHER  INFORMATON 
CONTACT,  preferably  at  least  10  days 
prior  to  the  meeting,  to  give  EPA  as 
much  time  as  possible  to  process  your* 
request. 
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addresses:  The  meeting  will  be  held  in 
the  Conference  Center  on  the  lobby  level 
at  the  U.S.  Environmental  Protection 
Agency’s  location  at  1  Potomac  Yard 
South,  2777  S.  Crystal  Drive,  Arlington, 
VA.  This  location  is  approximately  one 
mile  from  the  Crystal  City  Metro 
Station. 

FOR  FURTHER  INFORMATION  CONTACT: 

Margie  Fehrenbach,  Office  of  Pesticide 
Programs  (7501P),  Environmental 
Protection  Agency,  1200  Pennsylvania 
Ave.,  NW.,  Washington,  DC  20460- 
0001;  telephone  number:  (703)  308- 
4775;  fax  number:  (703)  308-4776; 
e-mail  address: 
fehrenbach.margie@epa.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  General  Information 

A.  Does  this  action  apply  to  me? 

This  action  is  directed  to  the  public 

in  general,  and  may  be  of  particular 
interest  to  persons  who  work  in 
agricultural  settings  or  persons  who  are 
concerned  about  implementation  of  the 
Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act  (FIFRA);  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (FFDCA); 
and  the  amendments  to  both  of  these 
major  pesticide  laws  by  the  Food 
Quality  Protection  Act  (FQPA)  of  1996; 
and  the  Pesticide  Registration 
Improvement  Act.  Potentially  affected 
entities  may  include,  but  are  not  limited 
to:  Agricultural  workers  and  farmers; 
pesticide  industry  and  trade 
associations;  environmental,  consumer, 
and  farmworker  groups;  animal  welfare 
organizations;  pesticide  users  and 
growers:  pest  consultants;  State,  local 
and  Tribal  governments;  academia; 
public  health  organizations:  food 
processors:  and  the  public.  If  you  have 
questions  regarding  the  applicability  of 
this  action  to  a  particular  entity,  consult 
the  person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT. 

B.  How  can  I  get  copies  of  this  document 
.  and  other  related  information? 

1.  Docket.  EPA  has  established  a 
docket  for  this  action  under  docket 
identification  (ID)  number  EPA-HQ- 
OPP-2010-0966.  Although  a  part  of  the 
official  docket,  the  public  docket  does 
not  include  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Publicly  available  docket  materials  are 
available  either  in  the  electronic  docket 
at  http://www.regulations.gov,  or,  if  only 
available  in  hard  copy,  at  the  Office  of 
Pesticide  Programs  (OPP)  Regulatory 
Public  Docket  in  Rm.  S— 4400,  One 
Potomac  Yard  (South  Building),  2777  S. 
Crystal  Drive,  Arlington,  VA.  The  hours 
of  jjperation  of  this  Docket  Facility  are 


from  8:30  a.m.  to  4  p.m.,  Monday 
through  Friday,  excluding  legal 
holidays.  The  Docket  telephone  number 
is  (703)  305-5805. 

2.  Electronic  access.  You  may  access 
this  Federal  Register  document 
electronically  through  the  EPA  Internet 
under  the  Federal  Register  listings  at 
http ://  WWW.  epa  .gov/fedrgstr. 

A  draft  agenda  is  being  developed  and 
will  be  posted  by  December  3,  2010,  on 
EPA’s  Web  site  at:  http://www.epa.gov/ 
pesticides/ppdc/. 

II.  Background 

EPA’s  Office  of  Pesticide  Programs 
(OPP)  is  entrusted  with  the 
responsibility  to  help  ensure  the  safety 
of  the  American  food  supply,  the 
education  and  protection  from 
unreasonable  risk  of  those  who  apply  or 
are  exposed  to  pesticides  occupationally 
or  through  use  of  products,  and  general 
protection  of  the  environment  and 
special  ecosystems  from  potential  risks 
posed  by  pesticides. 

The  Charter  for  the  Environmental 
Protection  Agency’s  Pesticide  Program 
Dialogue  Committee  (PPDC)  was 
established  under  the  Federal  Advisory 
Committee  Act  (FACA),  Public  Law  92- 
463,  in  September  1995,  and  has  been 
renewed  every  2  years  since  that  time. 
PPDC’s  Charter  was  renewed  October 
30,  2009,  for  another  2-year  period.  The 
purpose  of  PPDC  is  to  provide  advice 
and  recommendations  to  the  EPA 
Administrator  on  issues  associated  with 
pesticide  regulatory  development  and 
reform  initiatives,  evolving  public 
policy  and  program  implementation 
issues,  and  science  issues  associated 
with  evaluating  and  reducing  risks  from 
use  of  pesticides.  It  is  determined  that 
PPDC  is  in  the  public  interest  in 
connection  with  the  performance  of 
duties  imposed  on  the  Agency  by  law. 
The  following  sectors  are  represented  on 
the  PPDC:  Pesticide  industry  and  trade 
associations;  environmental/public 
interest,  consumer,  and  animal  rights 
groups;  farm  worker  organizations; 
pesticide  user,  grower,  and  commodity 
groups;  Federal  and  State/local/Tribal 
governments;  the  general  public; 
academia;  and  public  health 
organizations.  , 

Copies  of  the  PPDC  Charter  are  filed 
with  appropriate  committees  of 
Congress  and  the  Library  of  Congress 
and  are  available  upon  request. 

III.  How  can  I  request  to  participate  in 
this  meeting? 

PPDC  meetings  are  open  to  the  public 
and  seating  is  available  on  a  first-come 
basis.  Persons  interested  in  attending  do 
not  need  to  register  in  advance  of  the 
meeting.  Comments  may  be  made 


during  the  public  comment  session  of 
each  meeting  or  in  writing  to  the 
address  listed  under  FOR  FURTHER 
INFORMATION  CONTACT. 

List  of  Subjects 

Environmental  protection. 
Agricultural  workers.  Agriculture, 
Chemicals,  Foods,  Endangered  species. 
Pesticide  labels.  Pesticides  and  pests. 
Public  health. 

Dated:  November  18,  2010. 

Marty  Monell, 

Acting  Director,  Office  of  Pesticide  Programs. 
[FR  Doc.  2010-29624  Filed  11-23-10:  8:45  am] 

BILUNG  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-9230-8] 

Science  Advisory  Board  Staff  Office; 
Notification  of  Two  Public  Quality 
Review  Teleconferences  of  the 
Chartered  Science  Advisory  Board 

AGENCY;  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice. 

SUMMARY:  The  EPA  Science  Advisory 
Board  (SAB)  Staff  Office  announces  two 
public  teleconferences  of  the  chartered 
SAB:  (a)  A  quality  review  of  an  SAB 
draft  review  of  EPA’s  “Toxicological 
Review  of  Trichloroethylene”  on 
December  15,  2010  and  (b)  a  quality 
review  of  an  SAB  draft  review  of  EPA’s 
“Development  of  a  Relative  Potency 
Factor  (RPF)  Approach  for  Polycyclic 
Aromatic  Hydrocarbon  (PAH)  Mixtures” 
on  December  16,  2010. 

DATES:  The  public  teleconferences  on 
December  15,  2010  and  December  16, 
2010  will  both  be  held  from  1  p.m.  to 
4  p.m.  (Eastern  Time). 

ADDRESSES:  The  public  teleconferences 
will  be  conducted  by  telephone  only. 
FOR  FURTHER  INFORMATION  CONTACT:  Any 
member  of  the  public  wishing  to  obtain 
general  information  concerning  these 
public  teleconferences  should  contact 
Dr.  Thomas  Armitage,  Designated 
Federal  Officer  (DFO),  EPA  Science 
Advisory  Board  (1400F),  1200 
Pennsylvania  Avenue,  NW., 
Washington,  DC  20460;  via  telephone/ 
voice  mail  (202)  564-2155;  fax  (202) 
202-565-2098  or  via  e-mail  at 
ormitage.thomas@epa.gov.  General 
information  concerning  the  EPA  Science 
Advisory  Board  can  be  found  on  the 
SAB  Web  site  at  http://www.epa.gov/ 
sab. 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  the  Federal  Advisory  Committee  Act 
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(FACA),  5  U.S.C.,  App.  2,  notice  is 
hereby  given  that  the  EPA  Science 
Advisory  Board  will  hold  two  public 
teleconferences  to  quality  review  two 
draft  SAB  reports:  (1)  A  draft  report  peer 
reviewing  EPA’s  draft  assessment 
entitled  “Toxicological  Review  of 
Trichloroethylene”  (October  2009),  and 
(2)  a  draft  report  peer  reviewing  EPA’s 
draft  document  entitled  “Development 
of  a  Relative  Potency  Factor  (RPF) 
Approach  for  Polycyclic  Aromatic 
Hydrocarbon  (PAH)  Mixtures” 

(November  10,  2010).  The  SAB  was 
established  pursuant  to  42  U.S.C.  4365 
to  provide  independent  scientific  and 
technical  advice  to  the  Administrator  on 
the  technical  basis  for  Agency  positions 
and  regulations.  The  SAB  is  a  Federal 
Advisory  Committee  under  FACA.  The 
SAB  will  comply  with  the  provisions  of 
FACA  and  all  appropriate  SAB  Staff 
Office  procedural  policies. 

Background:  (1)  Peer  review  of  EPA’s 
draft  assessment  entitled  “Toxicological 
Review  of  Trichloroethylene”  (October 
2009).  EPA’s  Office  of  Research  and 
Development  has  developed  a  draft 
Integrated  Risk  Information  System 
(IRIS)  toxicological  review  for 
trichloroethylene  (TCE)  and  has 
requested  that  the  SAB  conduct  a  peer 
review  of  its  assessment.  An  SAB  panel 
reviewed  EPA’s  draft  document  in 
public  session  and  developed  a  draft 
review  report,  which  the  chartered  SAB 
will  quality  review  on  December  15, 
2010.  Background  information  about 
this  advisory  activity  can  be  found  on 
the  SAB  Web  site  at:  http:// 
yosemite.epa.gov/sab/sabproduct.nsf/ 
fedrgstr_activites/IRIS-TCE? 
OpenDocument. 

(2)  Peer  review  of  EPA’s  draft 
document  entitled  “Development  of  a 
Relative  Potency  Factor  (RPF)  Approach 
for  Polycyclic  Aromatic  Hydrocarbon 
(PAH)  Mixtures.”  EPA’s  Office  of 
Research  and  Development  has 
developed  a  draft  Integrated  Risk 
Information  System  (IRIS)  technical 
document  describing  the  development 
of  a  relative  potency  factor  (RPF) 
approach  for  polycyclic  aromatic 
hydrocarbon  (PAH)  mixtures  to  assess 
cancer  risk  from  exposure  to  PAH 
mixtures.  EPA’s  Office  of  Research  and 
Development  has  requested  that  the 
Science  Advisory  Board  (SAB)  conduct 
a  review  of  this  draft  document.  An  SAB 
panel  reviewed  EPA’s  draft  document  in 
public  session  and  developed  a  draft 
review  report,  which  the  chartered  SAB 
will  quality  review  on  December  16, 
2010.  Background  information  about 
this  advisory  activity  can  be  found  on 
the  SAB  Web  site  at  http:// 
yosemite.epa.gov/sab/sabproduct.nsf/ 


fedrgstr_activites/Human%20HeaIth 

%20PAH%20Mixtures?OpenDocument. 

Availability  of  Meeting  Materials:  The 
agenda  and  other  materials  in  support  of 
the  teleconferences  will  be  placed  on 
the  SAB  Web  site  at  http:// 
www.epa.gov/sab  in  advance  of  the 
teleconferences. 

Procedures  for  Providing  Public  Input: 
Public  comment  for  consideration  by 
EPA’s  federal  advisory  committees  and 
panels  has  a  different  purpose  from 
public  comment  provided  to  EPA 
program  offices.  Therefore,  the  process 
for  submitting  comments  to  a  federal 
advisory  committee  is  different  from  the 
process  used  to  submit  comments  to  an 
EPA  program  office. 

Federal  advisory  committees  and 
panels,  including  scientific  advisory 
committees,  provide  independent 
advice  to  EPA.  Members  of  the  public 
can  submit  comments  for  a  federal 
advisory  committee  to  consider  as  it 
develops  advice  for  EPA.  They  should 
send  their  comments  directly  to  the 
Designated  Federal  Officer  for  the 
relevant  advisory  committee.  Oral 
Statements:  In  general,  individuals  or 
groups  requesting  time  to  make  an  oral 
presentation  at  a  public  SAB 
teleconference  will  be  limited  to  three 
minutes,  with  no  more  than  one-half 
hour  for  all  speakers.  Those  interested 
in  being  placed  on  the  public  speakers 
list  for  either  the  December  15,  2010 
teleconference  or  the  December  16,  2010 
teleconference  should  contact  Dr. 
Armitage  at  the  contact  iiiformation 
provided  above  by  December  8,  2010. 
Written  Statements:  Written  statements 
should  be  received  in  the  SAB  Staff 
Office  by  December  8,  2010.  Written 
statements  should  be  supplied  to  the 
DFO  via  e-mail  to 

armitage.thomas@epa.gov  (acceptable 
file  format:  Adobe  Acrobat  PDF, 
WordPerfect,  MS  Word,  MS  PowerPoint, 
or  Rich  Text  files  in  IBM-PC/Windows 
98/2000/XP  format).  Submitters  are 
asked  to  provide  versions  of  each 
document  submitted  with  and  without 
signatures,  because  the  SAB  Staff  Office 
does  not  publish  documents  with 
signatures  on  its  Web  sites. 

Accessibility:  For  information  on 
access  or  services  for  individuals  with 
disabilities,  please  contact  Dr.  Armitage 
at  the  contact  information  provided 
above.  To  request  accommodation  of  a 
disability,  please  contact  him  preferably 
at  least  10  days  prior  to  the 
teleconference,  to  give  EPA  as  much 
time  as  possible  to  process  your  request. 


Dated:  November  16,  2010. 

Anthony  Maciorowski, 

Deputy  Director,  EPA  Science  Advisory  Board 
Staff  Office. 

IFR  Doc.  2010-29636  Filed  11-23-10;  8:45  am] 
BILLING  CODE  6560-50-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OPP-201 0-0097;  FRL-8851-4] 

Pesticide  Products;  Registration 
Applications 

agency:  Environmental  Protection 
Agency 

action:  Notice. 

SUMMARY:  EPA  has  received  applications 
to  register  new  uses  for  pesticide 
products  containing  previously 
registered  active  ingredients.  Pursuant 
to  the  provisions  of  section  3(c)(4)  of  the 
Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act  (FIFRA),  EPA  is  hereby 
providing  notice  of  receipt  and 
opportunity  to  comment  on  these 
applications. 

DATES:  Comments  must  be  received  on 
or  before  December  27,  2010. 

ADDRESSES:  Submit  your  comments, 
identified  by  the  docket  identification 
(ID)  number  specified  in  Unit  II.  of  the 
SUPPLEMENTARY  INFORMATION,  by  one  of 
the  following  methods: 

•  Federal  eRulemaking  Portal:  http:// 
www.regulations.gov.  Follow  the  on-line 
instructions  for  submitting  comments. 

•  Mail:  Office  of  Pesticide  Programs 
(OPP)  Regulatory  Public  Docket  (7502P), 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460-0001. 

•  Delivery:  OPP  Regulatory  Public 
Docket  (7502P),  Environmental 
Protection  Agency,  Rm.  S-4400,  One 
Potomac  Yard  (South  Bldg.),  2777  S. 
Crystal  Dr.,  Arlington,  VA.  Deliveries 
are  only  accepted  during  the  Docket 
Facility’s  normal  hours  of  operation 
(8:30  a.m.  to  4  p.m.,  Monday  through 
Friday,  excluding  legal  holidays). 
Special  arrangements  should  be  made 
for  deliveries  of  boxed  information.  The 
Docket  Facility  telephone  number  is 
(703)  305-5805. 

Instructions:  Direct  your  comments  to 
the  docket  ID  number  specified  for  the 
pesticide  of  interest  as  shown  in  the 
registration  application  summaries. 
EPA’s  policy  is  that  all  comments 
received  will  be  included  in  the  docket 
without  change  and  may  be  made 
available  on-line  at-  http:// 
www.regulations.gov,  including  any 
personal  information  provided,  unless 
the  comment  includes  information 
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claimed  to  be  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  be  CBI  or  otherwise 
protected  through  regulations.gov  or  e- 
mail.  The  regulations.gov  Web  site  is  an 
“anonymous  access”  system,  which 
means  EPA  will  not  know  your  identity 
or  contact  information  unless  you 
provide  it  in  the  body  of  your  comment. 
If  you  send  an  e-mail  comment  directly 
to  EPA  without  going  through 
regulations.gov,  your  e-mail  address 
will  be  automatically  captured  and 
included  as  part  of  the  comment  that  is 
placed  in  the  docket  and  made  available 
on  the  Internet.  If  you  submit  an 
electronic  comment,  EPA  recommends 
that  you  include  your  name  and  other 
contact  information  in  the  body  of  your 
comment  and  with  any  disk  or  CD-ROM 
you  submit.  If  EPA  cannot  read  your 
comment  due  to  technical  difficulties 
and  cannot  contact  you  for  clarification, 
EPA  may  not  be  able  to  consider  your 
comment.  Electronic  files  should  avoid 
the  use  of  special  characters,  any  form 
of  encryption,  and  be  fiee  of  any  defects 
or  viruses. 

Docket:  All  documents  in  the  docket 
are  listed  in  the  docket  index  available 
at  http://www.reguIations.gov.  Although 
listed  in  the  index,  some  information  is 
not  publicly  available,  e.g.,  CBI  or  other 
information  whose  disclosvire  is 
restricted  by  statute.  Certain  other 
material,  such  as  copyrighted  material, 
is  not  placed  on  the  Internet  and  will  be 
publicly  available  only  in  hard  copy 
form.  Publicly  available  docket 
materials  are  available  either  in  the 
electronic  docket  at  http:// 
www.reguIations.gov,  or,  if  only 
available  in  hard  copy,  at  the  OPP 
Regulatory  Public  Docket  in  Rm.  S- 
4400,  One  Potomac  Yard  (South  Bldg.), 
2777  S.  Crystal  Dr.,  Arlington,  VA.  The 
hours  of  operation  of  this  Docket 
Facility  are  from  8:30  a.m.  to  4  p.m., 
Monday  through  Friday,  excluding  legal 
holidays.  The  Docket  Facility  telephone 
number  is  (703)  305-5805. 

FOR  FURTHER  iNFORMATION  CONTACT:  John 
Fournier,  Biopesticides  and  Pollution 
Prevention  Division  (7511P),  Office  of 
Pesticide  Programs,  Environmental 
Protection  Agency,  1200  Pennsylvania 
Ave.,  NW.,  Washington,  DC  20460- 
0001;  telephone  number:  (703)  308- 
0169;  e-mail  address: 
foumier.john@epa.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  General  Information 
A.  Does  this  action  apply  to  me? 

You  may  be  potentially  affected  by 
this  action  if  you  are  an  agricultural 


producer,  food  manufacturer,  or 
pesticide  manufacturer.  Potentially 
affected  entities  may  include,  but  are 
not  limited  to: 

•  Crop  production  (NAICS  code  111). 

•  Animal  production  (NAICS  code 

112).  • 

•  Food  manufacturing  (NAICS  code 
311). 

•  Pesticide  manufacturing  (NAICS 
code  32532). 

This  listing  is  not  intended  to  be 
exhaustive,  but  rather  provides  a  guide 
for  readers  regarding  entities  likely  to  be 
affected  by  this  action.  Other  types  of 
entities  not  listed  in  this  unit  could  also 
be  affected.  The  North  American 
Industrial  Classification  System 
(NAICS)  codes  have  been  provided  to 
assist  you  and  others  in  determining 
whether  this  action  might  apply  to 
certain  entities.  If  you  have  any 
questions  regarding  the  applicability  of 
this  action  to  a  particular  entity,  consult 
the  person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT. 

B.  What  should  I  consider.as  I  prepare 
my  comments  for  EPA? 

1.  Submitting  CBI.  Do  not  submit  this 
information  to  EPA  through 
regulations.gov  or  e-mail.  Clearly  mark 
the  part  or  all  of  the  information  that 
you  claim  to  be  CBI.  For  CBI 
information  in  a  disk  or  CD-ROM  that 
you  mail  to  EPA,  mark  the  outside  of  the 
disk  or  CD-ROM  as  CBI  and  then 
identify  electronically  within  the  disk  or 
CD-ROM  the  specific  information  that 
is  claimed  as  CBI.  In  addition  to  one 
complete  version  of  the  comment  that 
includes  information  claimed  as  CBI,  a 
copy  of  the  comment  that  does  not* 
contain  the  information  claimed  as  CBI 
must  be  submitted  for  inclusion  in  the 
public  docket.  Information  so  marked 
will  not  be  disclosed  except  in 
accordance  with  procedures  set  forth  in 
40  CFR  part  2. 

2.  Tips  for  preparing  your  comments. 
When  submitting  comments,  remember 
to: 

i.  Identify  the  document  by  docket  ID 
number  and  other  identifying 
information  (subject  heading.  Federal 
Register  date  and  page  number).  If  you 
are  conunenting  on  a  docket  that 
addresses  multiple  products,  please 
indicate  to  which  Registration 
Number(s)/File  Symbol(s)  your 
comment  applies. 

ii.  Follow  directions.  The  Agency  may 
ask  you  to  respond  to  specific  questions 
or  organize  comments  by  referencing  a 
Code  of  Federal  Regulations  (CFR)  part 
or  section  number. 

iii.  Explain  why  you  agree  or  disagree; 
suggest  ^tematives  and  substitute 
language  for  your  requested  changes. 


iv.  Describe  any  assumptions  and 
provide  any  technical  information  and/ 
or  data  that  you  used. 

v.  If  you  estimate  potential  costs  or 
burdens,  explain  how  ^ou  arrived  at 
your  estimate  in  sufficient  detail  to 
allow  for  it  to  be  reproduced. 

vi.  Provide  specific  examples  to 
illustrate  your  concerns  and  suggest 
alternatives. 

vii.  Explain  your  views  as  clearly  as 
possible,  avoiding  the  use  of  profanity 
or  personal  threats. 

viii.  Make  sure  to  submit  your 
comments  by  the  comment  period 
deadline  identified. 

n.  Registration  Applications 

EPA  has  received  applications  to 
register  new  uses  for  pesticide  products 
containing  previously  registered  active 
ingredients.  Pursuant  to  the  provisions 
of  section  3(c)(4)  of  FIFRA,  EPA  is 
hereby  providing  notice  of  receipt  and 
opportunity  to  comment  on  these 
applications.  Notice  of  receipt  of  these 
applications  does  not  imply  a  decision 
by  the  Agency  on  these  applications. 

1.  Registration  number /File  symbol: 

67702-GE.  Docket  number:  EPA-HQ- 
OPP-20ip-0182.  Applicant:  Walter  G. 
Talarek,  P'.C.,  1008  Riva  Ridge  Dr.,  Great 
Falls,  VA  22066-1620  (on  behalf  of  W. 
Neudorff  GmbH  KG,  An  der  Miihle  3, 
Postfach  1209, 1860  Emmerthal, 
Germany).  Active  ingredient:  Sodium 
ferric  ethylenediaminetetraacetate 
(EDTA)  at  2%.  Proposed  uses: 
Molluscicide  used  to  control  slugs  and 
snails.  • 

2.  Registration  number/File  symbol: 
67702-GG.  Docket  number:  EPA-HQ- 
OPP-2010-0182.  Applicant:  Walter  G. 
Talarek,  P.C.,  1008  Riva  Ridge  Dr.,  Great 
Falls,  VA  22066-1620  (on  behalf  of  W. 
Neudorff  GmbH  KG,  An  -der  Miihle  3, 
Postfach  1209, 1860  Emmerthal, 
Germany).  Active  ingredient:  Sodium 
ferric  ethylenediaminetetraacetate 
(EDTA)  at  5%.  Proposed  uses: 
Molluscicide  used  to  control  slugs  and 
snails. 

3.  Registration  number/File  symbol: 
67702-GR.  Docket  number:  EPA-HQ- 
OPP-2010-0182.  Applicant:  Walter  G. 
Talarek,  P.C.,  1008  Riva  Ridge  Dr.,  Great 
Falls,  VA  22066-1620  (on  behalf  of  W. 
Neudorff  GmbH  KG,  An  der  Miihle  3, 
Postfach  1209, 1860  Emmerthal, 
Germany).  Active  ingredient:  Sodium 
ferric  ethylenediaminetetraacetate 
(EDTA)  at  71.42%.  Proposed  uses: 
Manufacturing-use  product  for  the 
formulation  of  molluscicidal  products 
used  to  control  slugs  and  snails. 

List  of  Subjects 

Environmental  protection.  Pesticides 
and  pest. 
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Dated:  November  9,  2010. 

W.  Michael  McDavit, 

Acting  Director,  Biopesticides  and  Pollution 
Prevention  Division,  Office  of  Pesticide 
Programs. 

IFR  Doc;.  2010-29390  Filed  11-23-10;  8:45  am] 

BILLING  CODE  6560-50-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OPP-201 0-0096;  FRL-8837-3] 

Pesticide  Products;  Registration 
Applications 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice. 

SUMMARY:  EPA  has  received  applications 
to  register  pesticide  products  containing 
active  ingredients  not  included  in  any 
previously  registered  pesticide 
products.  Pursuant  to  the  provisions  of 
section  3(cK4)  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act 
(FIFRA),  EPA  is  hereby  providing  notice 
of  receipt  and  opportunity  to  comment 
on  these  applications. 

DATES:  Comments  must  be  received  on 
or  before  December  27,  2010. 

ADDRESSES:  Submit  your  comments, 
identified  by  docket  identification  (ID) 
number  and  the  file  symbol(s)  of  interest 
as  listed  under  FOR  FURTHER 
INFORMATION  CONTACT,  by  one  of  the 
following  methods: 

•  Federal  eRulemaking  Portal:  http:// 
www.reguIations.gov.  Follow  the  online 
instructions  for  submitting  comments. 

•  Mail:  Office  of  Pesticide  Programs 
(OPP)  Regulatory  Public  Docket  (7502P), 


Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460-0001, 

•  Delivery:  OPP  Regulatory  Public 
Docket  (7502P),  Environmental 
Protection  Agency,  Rm.  S-4400,  One 
Potomac  Yard  (South  Bldg.),  2777  S. 
Crystal  Dr.,  Arlington,  VA.  Deliveries 
are  only  accepted  during  the  Docket 
Facility’s  normal  hours  of  operation 
(8:30  a.m.  to  4  p.m.,  Monday  through 
Friday,  excluding  legal  holidays). 
Special  arrangements  should  be  made 
for  deliveries  of  boxed  information.  The 
Docket  Facility’s  telephone  number  is 
(703)  305-5805. 

Instructions:  Direct  your  comments  to 
the  docket  ID  number  and  the  file 
symbol(s)  of  interest  as  listed  under  FOR 
FURTHER  INFORMATION  CONTACT.  EPA’s 
policy  is  that  all  comments  received 
will  be  included  in  the  docket  without 
change  and  may  be  made  available 
online  at  http://ww'w.regulations.gov, 
including  any  personal  information 
provided,  unless  the  comment  includes 
information  claimed  to  be  Confidential 
Business  Information  (CBI)  or  other 
information  whose  disclosure  is 
restricted  by  statute.  Do  not  submit 
information  that  you  consider  to  be  CBI 
or  otherwise  protected  through 
regulations.gov  or  e-mail.  The 
regulations.gov  Web  site  is  an 
“anonymous  access”  system,  which 
means  EPA  will  not  know  your  identity 
or  contact  information  unless  you 
provide  it  in  the  body  of  your  comment. 
If  you  send  an  e-mail  comment  directly 
to  EPA  without  going  through 
regulations.gov,  your  e-mail  address 
will  be  automatically  captured  and 


included  as  part  of  the  comment  that  is 
placed  in  the  docket  and  made  available 
on  the  Internet.  If  you  submit  an 
electronic  comment,  EPA  recommends 
that  you  include  your  name  and  other 
contact  information  in  the  body  of  your 
comment  and  with  any  disk  or  CD-ROM 
you  submit.  If  EPA  cannot  read  your 
comment  due  to  technical  difficulties 
and  cannot  contact  you  f6r  clarification, 
EPA  may  not  be  able  to  consider  your 
comment.  Electronic  files  shoidd  avoid 
the  use  of  special  characters,  any  form 
of  encryption,  and  be  free  of  any  defects 
or  viruses, 

Docket:  All  documents  in  the  docket 
are  listed  in  the  docket  index  available 
at  bttp://wi\'w.reguIations.gov.  Although 
listed  in  the  index,  some  information  is 
ngt  publicly  available,  e.g.,  CBI  or  other 
information  whose  disclosure  is 
restricted  by  statute.  Certain  other 
material,  such  as  copyrighted  material, 
is  not  placed  on  the  Internet  and  will  be 
publicly  available  only,  in  hard  copy 
form.  Publicly  available  docket 
materials  are  available  either  in  the 
electronic  docket  at  http:// 
ww'w. regulations. gov,  oi ,  if  only 
available  in  hard  copy,  at  the  OPP 
Regulatory  Public  Docket  in  Rm.  S- 
4400,  One  Potomac  Yard  (South  Bldg.), 
2777  S.  Crystal  Dr.,  Arlington,  VA.  The 
hours  of  operation  of  this  Docket 
Facility  are  from  8:30  a.m.  to  4  p.m., 
Monday  through  Friday,  excluding  legal 
holidays.  The  Docket  Facility’s 
telephone  number  is  (703)  305-5805. 

FOR  FURTHER  INFORMATION  CONTACT:  The 

Regulatory  Action  Leader  listed  in  the 
table  in  this  unit: 


Regulatory 
action  leader 

Telephone  No.  and  E-mail  address 

- 1 

Mailing  address 

File  symbol(s) 

Anna  Gross  . 

(703)  305-5614;  gross.anna@epa.gov . 

Biopesticides  and  Pollution  Prevention  Division 
(751  IP)  Office  of  Pesticide  Programs,  Envi¬ 
ronmental  Protection  Agency  1200  Pennsyl¬ 
vania  Ave.,  NW.,  Washington,  DC  20460- 
0001. 

87301 -R 

Susanne  Cerrelli 

(703)  308-8077;  cerrelli.susanne@epa.gov  . 

Do  . 

74267-E, 74267-G, 
74267-U 

Leonard  Cole . 

(703)  526-2649;  cole.leonard@epa.gov . 

Do  . 

52991 -EA 

Cheryl  Greene  .... 

(703)  308-0352;  greene.cheryl@epa.gov . 

Do  . 

87485-87485-R 

Jeannine  Kausch 

(703)  347-8920;  kausch.jeannine@epa.gov . 

Do  . : . 

85004-A,  85004-L, 
85004-T,  85004-U 

Ann  Sibold  . 

(703)  305-6502;  sibold.ann@epa.gov . 

Do  . 

84059-RE 

SUPPLEMENTARY  INFORMATION: 

I.  General  Information 

A.  Does  this  action  apply  to  me? 

You  may  be  potentially  affected  by 
this  action  if  you  are  an  .agricultural 
producer,  food  manufacturer,  or 
pesticide  manufacturer.  Potentially 


affected  entities  may  include,  but  are 
not  limited  to: 

•  Crop  production  (NAICS  code  111). 

•  Animal  production  (NAICS  code 

112). 

•  Food  manufacturing  (NAICS  code 
311). 

•  Pesticide  manufacturing  LAICS 
code  32532). 


This  listing  is  not  intended  to  be 
exhaustive,  but  rather  provides  a  guide 
for  readers  regarding  entities  likely  to  be 
affected  by  this  action.  Other  types  of 
entities  not  listed  in  this  unit  could  also 
be  affected.  The  North  American 
Industrial  Classification  System 
(NAICS)  codes  have  been  provided  to 
assist  you  and  others  in  determining 
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whether  this  action  might  apply  to 
certain  entities.  If  you  have  any 
questions  regarding  the  applicability  of 
this  action  to  a  particular  entity,  consult 
the  person  associated  with  the  file 
symbol  of  interest  and  listed  under  FOR 
FURTHER  INFORMATION  CONTACT. 

B.  What  should  I  consider  as  I  prepare 
my  comments  for  EPA  ? 

1.  Submitting  CBl.  Do  not  submit  this 
information  to  EPA  through 
regulations.gov  or  e-mail.  Clearly  mark 
the  part  or  all  of  the  information  that 
you  claim  to  be  CBI.  For  CBI 
information  in  a  disk  or  CD-ROM  that 
you  mail  to  EPA,  mark  the  outside  of  the 
disk  or  CD-ROM  as  CBI  and  then 
identify  electronically  within  the  disk  or 
CD-ROM  the  specific  information  that 
is  claimed  as  CBI.  In  addition  to  one  • 
complete  version  of  the  comment  that 
includes  information  claimed  as  CBI,  a 
copy  of  the  comment  that  does  not 
contain  the  information  claimed  as  CBI 
must  be  submitted  for  inclusion  in  the 
public  docket.  Information  so  marked 
will  not  be  disclosed  except  in 
accordance  with  procedures  set  forth  in 
40  CFR  part  2. 

2.  Tips  for  preparing  your  comments. 
When  submitting  conunents,  remember 
to: 

i.  Identify  the  document  by  docket  ID 
number  and  other  identifying 
information  (subject  heading.  Federal 
Register  date,  and  page  number).  If  you 
are  commenting  on  a  docket  that 
addresses  multiple  products,  please 
indicate  to  which  file  symbol(s)  your 
comment  applies. 

ii.  Follow  directions.  The  Agency  may 
ask  you  to  respond  to  specific  questions 
or  organize  comments  by  referencing  a 
Code  of  Federal  Regulations  (CFR)  part 
or  section  number. 

iii.  Explain  why  you  agree  or  disagree; 
suggest  alternatives  and  substitute 
language  for  your  requested  changes. 

iv.  Describe  any  assumptions  and 
provide  any  technical  information  and/ 
or  data  that  you  used. 

V.  If  you  estimate  potential  costs  or 
burdens,  explain  how  you  arrived  at 
your  estimate  in  sufficient  detail  to 
allow  for  it  to  be  reproduced. 

vi.  Provide  specific  examples  to 
illustrate  your  concerns  and  suggest 
alternatives. 

vii.  Explain  your  views  as  clemly  as 
possible,  avoiding  the  use  of  profanity 
or  personal  threats. 

viii.  Make  sure  to  submit  your 
comments  by  the  comment  period 
deadline  identified. 

II.  Registration  Applications 

EPA  has  received  applications  to 
register  pesticide  products  containing 


active  ingredients  not  included  in 'any 
previously  registered  pesticide 
products.  Pursuant  to  the  provisions  of 
section  3(c)(4)  of  FIFRA,  EPA  is  hereby 
providing  notice  of  receipt  and 
opportunity  to  comment  on  these 
applications.  Notice  of  receipt  of  these 
applications  does  not  imply  a  decision 
by  the  Agency  on  the  applications. 

File  symbol:  87301-R.  Docket  number: 
EPA-HQ-OPP-2010-0247.  Applicant: 
Catherine  Byrd,  Wagner  Regulatory 
Associates,  Inc.,  P.O.  Box  640, 

Hockessin,  DE  19707  (on  behalf  of 
Biocontrol  Technologies,  S.  L.,  Parc 
Cientific  de  Barcelona,  C/Baldiri  Reixac, 
15-2;  08028  Barcelona,  Spain).  Product 
name:  T34  Biocontrol.  Active 
ingredient:  Trichoderma  asperellum 
strain  T34  at  12.0%.  Proposed 
classification/Use:  Greenhouse  use  on 
non-food  crops. 

File  symbol:  74267-E.  Docket  number: 
EPA-HQ-OPP-2010-0499.  Applicant: 
Gary  Libman,  GNL  Consultation 
Services,  25  Casa  Hermosa, 

Albuquerque,  NM  87112  (on  behalf  of 
Premier  Horticulture,  1,  avenue  Premier, 
Riviere-du-Loup,  Quebec,  Canada  G5R 
6Cl).  Product  name:  GHA  180 
Biological  Fungicide.  Active  ingredient: 
Bacillus  pumilus  strain  GHA180  at 
0.43%.  Proposed  classification/Use: 
Fungicide  for  greenhouse  and  enclosed 
nursery  use  to  treat  growing  media  and 
ornamentals,  vegetable  plants,  ground 
cover  and  deciduous  trees  and  plants, 
and  manufacturing  use. 

File  symbol:  74267-G.  Docket 
number:  EPA-HQ-OPP-2010-0499. 
Applicant:  Gary  Libman,  GNL 
Consultation  Services,  25  Casa  Hermosa, 
Albuquerque,  NM  87112  (on  behalf  of 
Premier  Horticulture,  1,  avenue  Premier, 
Riviere-du-Loup,  Quebec,  Canada  G5R 
6Cl).  Product  name:  Pro-Mix  GHA180. 
Active  ingredient:  Bacillus  pumilus 
strain  GHA180  at  0.001%.  Proposed 
classification/Use:  Fungicide  with 
growing  medium  for  greenhouse  or 
contained  nurseries  use  to  germinate 
seeds  and  cultivate  transplants  of 
ornamental,  vegetable,  fruit,  agricultural 
and  tobacco  plants. 

File  symbol:  74267-U.  Docket 
number:  EPA-HQ-OPP-201 0-0499. 
Applicant:  Gary  Libman,  GNL 
Consultation  Services,  25  Casa  Hermosa, 
Albuquerque,  NM  87112  (on  behalf  of 
Premier  Horticulture,  1,  avenue  Premier, 
Riviere-du-Loup,  Quebec,  Canada  G5R 
6Cl).  Product  name:  Pro-Mix  Tandem. 
Active  ingredient:  Bacillus  pumilus 
strain  GHA180  at  0.001%.  Proposed 
classification/Use:  Fungicide  with 
growing  medium  for  greenhouse  or 
contained  nurseries  use  to  germinate 
seeds  and  cultivate  transplants  of 


ornamental,  vegetable,  fruit,  agricultural 
and  tobacco  plants. 

File  symbol:  52991-EA.  Docket 
number:  EPA-HQ-OPP-2010— 0804. 
Applicant:  Bedoukian  Research,  Inc.,  21 
Finance  Drive,  Danbury,  CT  06810. 
Product  name:  Bedoukian  Citral.  Active 
ingredient:  Citra^t  96.0%.  Proposed 
classification/Use:  Manufacturing-use 
product. 

File  symbol:  84059-RE.  Docket 
number:  EPA-HQ— OPP-2010— 0079. 
Applicant:  Marrone  Bio  Innovations, 

Inc.,  2121  Second  Street,  Suite  B- 107, 
Davis,  CA  95618.  Product  name:  MBI- 
005  EP.  Active  ingredient:  Killed,  non- 
viable  Streptomyces  acidiscabies  strain 
RL-llO^.  Proposed  classification/Use: 
Herbicide  for  use  on  cereal  grains,  corn, 
rice.  Please  note:  The  Notice  of  Receipt 
for  the  manufacturing-use  product  (EPA 
file  symbol  84059-RR)  was  published  in 
a  separate  notice  (see  75  FR  11175; 
March  10,  2010;  FRL-8811-6). 

Fite  symbol:  85004-A.  Docket 
number:  EPA-HQ-OPP-2010-0806. 
Applicant:  Macintosh  end  Associates, 
Inc.,  1203  Hartford  Avenuef  Saint  Paul, 
MN  55116-1622  (on  behalf  of  Pasteuria 
Bioscience,  Inc.,  12085  Research  Drive, 
Suite  185,  Alachua,  FL  32615).  Product 
name:  Pasteuria  nishizawae — Pnl. 
Active  ingredient:  Pasteuria 
nishizawae — Pnl  at  0.01%.  Proposed 
classification/Use:  Manufacturing-use 
product. 

File  symbol:  85004-L.  Docket  number: 
EPA-HQ-OPP-2010-0808.  Applicant: 
Macintosh  and  Associates,  Inc.,  1203 
Hartford  Avenue,  Saint  Paul,  MN 
55116-1622  (on  behalf  of  Pasteuria 
Bioscience,  Inc.,  12085  Research  Drive, 
Suite  185,  Alachua,  FL  32615).  Product 
name:  Pasteuria  reniformis — seed 
treatment.  Active  ingredient:  Pasteuria 
reniformis — Pr3  at  0.01%.  Proposed 
classification/Use:  Preplant  and 
commercial  seed  treatment  for  control  of 
reniform  nematode  [Rotylenchulus 
reniformis). 

File  symbol:  85004-T.  Docket  number: 
EPA-HQ-OPP-2010-0806.  Applicant: 
Macintosh  and  Associates,  Inc.,  1203 
Hartford  Avenue,  Saint  Paul,  MN 
55116-1622  (on  behalf  of  Pasteuria 
Bioscience,  Inc.,  12085  Research  Drive, 
Suite  185,  Alachua,  FL  32615).  Product 
name:  Pasteuria  nishizawae — seed 
treatment.  Active  ingredient:  Pasteuria 
nishizawae — Pnl  at  0.01%.  Proposed 
classification/Use:  Preplant  and 
commercial  seed  treatment  for  control  of 
soybean  cyst  nematode  [Heterodera 
glycines). 

File  symbol:  85004— U.  Docket 
number:  EPA-HQ-OPP-2010-0808. 
Applicant:  Macintosh  and  Associates, 
Inc.,  1203  Hartford  Avenue,  Saint  Paul, 
MN  55116-1622  (on  behalf  of  Pasteuria 
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Bioscience,  Inc.,  12085  Research  Drive, 
Suite  185,  Alachua,  FL  32615).  Product 
name:  Pasteurio  reniformis — Pr3.  Active 
ingredient:  Pasteuria  reniformis — Pr3  at 
0.01%.  Proposed  classification/Use: 
Manufacturing-use  product. 

File  symbol:  87485-  2.  Docket  number: 
EPA-HQ-OPP-2010-0685.  Applicant: 
Michael  T.  Novak;  Keller  and  Heckman, 
LLP;  1001  G  Street,  NW.;  Washington, 

DC  20001(on  hehalf  of  DSM  Food 
Specialities  BV;  P.O.  Box  12600  MA 
Delft;  The  Netherlands).  Product  name: 
Natamycin  L.  Active  ingredient: 
Natamycin  at  10.34%.  Proposed 
classification/Use:  Fungicide. 

File  symbol:  87485-R.  Docket  number: 
EPA-HQ-OPP-2010-0685.  Applicant: 
Michael  T.  Novak;  Keller  and  Heckman, 
LLP;  1001  G  Street,  NW.;  Washington, 

DC  20001{on  behalf  of  DSM  Food 
Specialities  BV,  P.O.  Box  12600  MA 
Delft;  The  Netherlands).  Product  name: 
NATAMYCIN  TGAI.  Active  ingredient: 
Natamycin  at  91.02%.  Proposed 
classification/Use:  Technical  product. 

List  of  Subjects 

Environmental  protection.  Pesticides 
and  pests. 

Dated:  November  9,  2010. 

W.  Michael  McDavit, 

Acting  Director,  Biopesticides  and  Pollution 
Prevention  Division,  Office  of  Pesticide 
Programs. 

|FR  Doc.  2010-29224  Filed  11-23-10;  8:45  am] 
BILLING  CODE  6560-50-P 

ENVIRONMENTAL  PROTECTION 
AGENCY  ' 

[EPA-HQ-OPP-201 0-0926;  FRL-8853-71 

Pesticide  Experimental  Use  Permits; 
Receipt  of  Amendment  and  Extension 

Applications;  Comment  Request 

1 

AGENCY :  Environmental  Protection 
Agency  (EPA).  , 

ACTION:  Notice. 

SUMMARY:  This  notice  announces  EPA’s 
receipt  of  applications  264-EUP-140 
and  264-EUP-143  from  Bayer 
CropScience  LP  requesting  to  amend 
and  extend  the  existing  experimental 
use  permits  (EUPs)  for  the  active 
ingredients  Bacillus  thuringiensis 
Cry  1  Ah  protein  and  the  genetic  material 
necessary  for  its  production  in  event 
T303-3  and  T304-40  cotton  plants 
(264-EUP-140);  and  Bacillus 
thuringiensis  Gry2Ae  protein  and  the 
genetic  material  necessary  for  its 
production  in  event  GHB119  and 
GHB714  cotton  plants  and  Bacillus 
thuringiensis  GrylAb  x  Gry2Ae 
combined  trait  cotton  (TwinLink™ 
Cotton)  plant  lines  (264-EUP-143).  The 


Agency  has  determined  that  the  permits 
may  be  of  regional  and  national 
significance.  Therefore,  in  accordance 
with  40  GFR  172.11(a),  the  Agency  is 
soliciting  comments  on  these 
applications. 

DATES:  Gomments  must  be  received  on 
or  before  December  27,  2010. 

ADDRESSES:  Submit  your  comments, 
identified  by  docket  identification  (ID) 
number  EPA-HQ-OPP-2007-0179  for 
264-EUP-140  or  EPA-HQ-OPP-2007- 
0884  for  264-EUP-143,  by  one  of  the 
following  methods: 

•  Federal  eRulemaking  Portal:  http:// 
wvi’w. regulations. gov.  Follow  the  on-line 
instructions  for  submitting  comments. 

•  Mail:  Office  of  Pesticide  Programs 
(OPP)  Regulatory  Public  Docket  (7502P), 
Environmental  Protection  Agency,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 

DG  20460-0001. 

•  Delivery:  OPP  Regulatory  Public 
Docket  (7502P),  Environtnental 
Protection  Agency,  Rm.  S-4400,  One 
Potomac  Yard  (South  Bldg.),  2777  S. 
Grystal  Dr.,  Arlington, VA.  Deliveries  are 
only  accepted  during  the  Docket 
Facility’s  normal  hours  of  operation 
(8:30  a.m.  to  4  p.m.,  Monday  through 
Friday,  excluding  legal  holidays). 

Special  arrangements  should  be  made 
for  deliveries  of  boxed  information.  The 
Docket  Facility  telephone  number  is 
(703)  305-5805. 

Instructions:  Direct  your  comments  to 
.  docket  ID  number  EPA-HQ-OPP-2007- 
0179  for  264-EUP-140  or  EPA-HQ- 
OPP-2007-0884  for  264-EUP-143. 

EPA’s  policy  is  that  all  comments 
received  will  be  included  in  the  docket 
without  change  and  may  be  made 
available  on-line  at  http:// 
www.regulations.gov,  including  any 
personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  be  Gonfidential  Business 
Information  (GBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  be  GBI  or  otherwise 
protected  through  regulations.gov  or  e- 
mail.  The  regulations.gov  Web  site  is  an 
“anonymous  access”  system,  which 
means  EPA  will  not  know  your  identity 
or  contact  inforpiation  unless  you 
provide  it  in  the  body  of  your  comment. 
If  you  send  an  e-mail  comment  directly 
to  EPA  without  going  through 
regulations.gov,  your  e-mail  address 
will  be  automatically  captured  and 
included  as  part  of  the  comment  that  is 
placed  in  the  docket  and  made  available 
on  the  Internet.  If  you  submit  an 
electronic  comment,  EPA  recommends 
that  you  include  your  name  and  other 
contact  information  in  the  body  of  your 
comment  and  with  any  disk  or  CD-ROM 


you  submit.  If  EPA  cannot  read  your 
comment  due  to  technical  difficulties 
and  cannot  contact  you  for  clarification, 
EPA  may  not  be  able  to  consider  your 
comment.  Electronic  files  should  avoid 
the  use  of  special  characters,  any  form 
of  encryption,  and  be  free  of  any  defects 
or  viruses. 

Docket:  All  documents  in  the  docket 
are  listed  in  the  docket  index  available 
at  http://www.regulations.gov.  Although 
listed  in  the  index,  some  information  is 
not  publicly  available,  e.g.,  GBI  or  other 
information  whose  disclosure  is 
restricted  by  statute.  Certain  other 
material,  such  as  copyrighted  material, 
is  not  placed  on  the  Internet  and  will  be 
publicly  available  only  in  hard  copy 
form.  Publicly  available  docket 
materials  are  available  either  in  the 
electronic  docket  at  http:// 
vnvw.regulations.gov,  or,  if  only 
available  in  hard  copy,  at  the  OPP 
Regulatory  Public  Docket  in  Rm.  S- 
4400,  One  Potomac  Yard  (South  Bldg.), 
2777  S.  Crystal  Dr.,  Arlington,  VA.  The 
hours  of  operation  of  this  Docket 
Facility  are  from  8:30  a.m.  to  4  p.m., 
Monday  through  Friday,  excluding  legal 
holidays.  The  Docket  Facility  telephone 
number  is  (703)  305-5805. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
264-EUP-140,  Denise  Greenway, 
Biopesticides  and  Pollution  Prevention 
Division  (7511P),  Office  of  Pesticide 
Programs,  Environmental  Protection 
Agency,  1200  Pennsylvania  Ave.,  NW., 
Washington,  DC  20460-0001;  telephone 
number;  (703)  308-8263;  e-mail  address: 
greenway.denise@epa.gov. 

For  264-EUP-143,  Shanaz  Bacchus, 
Biopesticides  and  Pollution  Prevention 
Division  (751  IP),  Office  of  Pesticide 
Programs,  Environmental  Protection 
Agency,  1200  Pennsylvania  Ave.,  NW., 
Washington,  DC  20460-0001;  telephone 
number:  (703)  308-8097;  e-mail  address: 
bacchus.shanaz@epa.gov. 
SUPPLEMENTARY  INFORMATION: 

I.  General  Information 
A.  Does  this  action  apply  to  me? 

This  action  is  directed  to  the  public 
in  general.  This  action  may,  however,  be 
of  interest  to  those  persons  who  are 
interested  in  agricultural  biotechnology 
or  may  be  required  to  conduct  testing  of 
pesticidal  substances  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (FFDCA) 
or  the  Federal  Insecticide,  Fungicide, 
and  Rodenticide  Act  (FIFRA).  Since 
other  entities  may  also  be  interested,  the 
Agency  has  not  attempted  to  describe  all 
the  specific  entities  that  may  be  affected 
by  this  action.  If  you  have  any  questions 
regarding  the  applicability  of  this  action 
,  to  a  particular  entity,  consult  the 
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appropriate  person  listed  under  FOR 

FURTHER  INFORMATION  CONTACT. 

B.  What  should  I  consider  as  I  prepare 
niy  comments  for  EPA? 

1.  Submitting  CBl.  Do  not  submit  this 
information  to  EPA  through 
regulations.gov  or  e-mail.  Clearly  mark 
the  part  or  all  of  the  information  that 
you  claim  to  be  CBl.  For  CBI 
information  in  a  disk  or  CD-ROM  that 
you  mail  to  EPA,  mark  the  outside  of  the 
disk  or  CD-ROM  as  CBI  and  then 
identify  electronically  within  the  disk  or 
CD-ROM  the  specific  information  that 
is  claimed  as  CBL  In  addition  to  one 
complete  version  of  the  comment  that 
includes  information  claimed  as  CBI,  a 
copy  of  the  comment  that  does  not 
contain  the  information  claimed  as  CBI 
must  be  submitted  for  inclusion  in  the 
public  docket.  Information  so  marked 
will  not  be  disclosed  except  in 
accordance  with  procedures  set  forth  in 
40  CFR  part  2. 

2.  Tips  for  preparing  your  comments. 
When  submitting  comments,  remember 
to; 

i.  Identify  the  document  by  docket  ID 
number  and  other  identifying 
information  (subject  heading,  Federal 
Register  date  and  page  number). 

ii.  Follow  directions.  The  Agency  may 
ask  you  to  respond  to  specific  questions 
or  organize  comments  by  referencing  a 
Code  of  Federal  Regulations  (CFR)  part 
or  section  number. 

iii.  Explain  why  you  agree  or  disagree: 
suggest  alternatives  and  substitute 
language  for  your  requested  changes. 

iv.  Describe  any  assumptions  and 
provide  any  technical  information  and/ 
or  data  that  you  used. 

V.  If  you  estimate  potential  costs  or 
burdens,  explain  how  you  arrived  at 
your  estimate  in  sufficient  detail  to 
allow  for  it  to  be  reproduced. 

vi.  Provide  specific  examples  to 
illustrate  your  concerns  and  suggest 
alternatives. 

vii.  Explain  your  views  as  clearly  as 
possible,  avoiding  the  use  of  profanity 
or  personal  threats. 

viii.  Make  sure  to  submit  your 
comments  by  the  comment  period 
deadline  identified. 

3.  Environmental  justice.  EPA  seeks  to 
achieve  environmental  justice,  the  fair 
treatment  and  meaninghil  involvement 
of  any  group,  including  minority  and/or 
low  income  populations,  in  the 
development,  implementation,  and 
enforcement  of  environmental  laws, 
regulations,  and  policies.  To  help 
address  potential  environmental  justice 
issues,  the  Agency  seeks  information  on 
any  groups  or  segments  of  the 
population  who,  as  a  result  of  their 
location,  cultural  practices,  or  other 


factors,  may  have  atypical  or 
disproportionately  high  and  adverse 
human  health  impacts  or  environmental 
effects  from  exposure  to  the  pesticide(s) 
discussed  in  this  document,  compared 
to  the  general  population. 

II.  What  action  is  the  agency  taking? 

Under  section  5  of  FIFRA,  7  U.S.C. 
136c,  EPA  can  allow  manufacturers  to 
field  test  pesticides  under  development. 
Manufacturers  are  required  to  obtain  an 
EUP  before  testing  new  pesticides  or 
new  uses  of  pesticides  if  they  conduct 
experimental  field  tests  on  10  acres  or 
more  of  land  or  one  acre  or  more  of 
water. 

Pursuant  to  40  CFR  172.11(a),  the 
Agency  has  determined  that  the 
following  EUP  applications  may  be  of 
regional  and  national  significance,  and 
therefore  is  seeking  public  comment  on 
the  EUP  applications: 

Submitter:  Bayer  CropScience  LP, 
(264-EUP-140).* 

Pesticide  Chemical:  Plant- 
incorporated  protectants  (PIPs)  Bacillus 
thuringiensis  CrylAb  protein  and  the 
genetic  material  necessary  for  its 
production  in  event  T303-3  and  T304- 
40  cotton  plants. 

Summary'  of  Bequest:  Bayer 
CropScience  LP  has  requested  an 
amendment  and  extension  of  EUP  264- 
EUP-140,  which  was  first  granted  by 
EPA  on  February  7,  2006  (71  FR  41020; 
July  19,  2006;  FRL-8060-6),  and  was 
amended  on  March  8,  2007  (72  FR 
34009;  June  20,  2007;  FRL-8133-5),  on 
August  28,  2008  (73  FR  58949;  October 
8,  2008;  FRL-8384-9),  and  on 
November  24,  2008  (74  FR  10571; 

March  11,  2009;  FRL-8398-2).  Under 
the  existing  EUP,  plantings  are 
permitted  through  December  31,  2010. 
Bayer  CropScience  LP  is  now  proposing 
to  amend  tbe  experimental  program  by 
conducting  testing  on  152  acres  (out  of 
1,602  total  acres)  planted  to  CrylAb- 
containing  cotton,  with  up  to  0.03 
pound  of  CrylAb  protein  and  the 
genetic  material  necessary  for  its 
production  in  events  T303-3  and  T304- 
40;  and  to  extend  the  amended  program 
to  run  from  January  1,  2011  until 
December  31,  2011.  The  company  is 
researching  the  potential  of  tbis  cotton 
PIP,  CrylAb  protein,  for  control  of 
lepidopteran  larvae  such  as  cotton 
bollworm  [Helicoverpa  zea)  and  tobacco 
budworm  (Heliothis  virescens],  which 
are  common  pests  of  cotton.  The 
proposed  program  will  be  carried  out  in 
tbe  States  of  Alabama,  Arkansas, 
Arizona,  California,  Florida,  Georgia, 
Louisiana,  Mississippi,  North  Carolina, 
South  Carolina,  Tennessee,  Texas,  and 
the  United  States  territory  of  Puerto 
,  Rico.  The  proposed  experimental 


program  includes  trials  to  evaluate 
insect  and  herbicide  efficacy,  agronomic 
performance,  and  breeding  lines.  Also 
proposed  is  the  production  of  seed  for 
future  plantings  of  experimental  and 
regulatory  field  trials. 

Submitter:  Bayer  CropScience  LP, 
(264-EUP-143). 

Pesticide  Chemical:  Bacillus 
thuringiensis  Cry2Ae  protein  and  the 
genetic  material  necessary  for  its 
production  in  event  GHB119  and 
GHB714  cotton  PIPs,  and  Bacillus 
thuringiensis  CrylAb  x  Cry2Ae 
combined  trait  cotton  (TwinLink™ 
Cotton)  PIPs. 

Summary  of  Bequest:  Bayer 
CropScience  LP  has  requested  an 
amendment  and  extension  of  EUP  264- 
EUP-143,  which  was  first  granted  by 
EPA  on  September  1,  2008  (73  FR 
65848;  November  5,  2008;  FRL-8388-6). 
Under  the  existing  EUP,  plantings  are 
permitted  through  December  31,  2010. 
Bayer  CropScience  LP  is  now  proposing 
to  amend  the  experimental  prograiri  to 
allow  further  evaluation  of  these  cotton 
plant  lines  in  a  wider  range  of 
environmental  conditions  between 
January  1,  2011  and  December  31,  2011. 
Testing  is  intended  to  include  insect 
efficacy  trials,  agronomic  performance 
evaluations,  and  herbicide  efficacy 
evaluations,  as  well  as  the  production  of 
sample  material  for  regulatory  studies. 
The  applicant  requests  to  conduct¬ 
testing  in  12  States:  Alabama,  Arkansas, 
Arizona,  California,  Florida,  Georgia, 
Louisiana,  Mississippi,  North  Carolina, 
South  Carolina,  Tennessee,  Texas,  and 
the  United  States  territory  of  Puerto 
Rico.  Testing  will  be  conducted  on  a 
total  of  1,919  acres  of  which  152  acres 
will  be  planted  to  Cry2Ae  and  307  acres 
will  be  planted  to  CrylAb  x  Cry2Ae 
combined  trait  cotton  (TwinLink™ 
Cotton).  The  proppsed  experimental 
program  requires  up  to  0.059  pound  of 
CrylAb  protein  from  the  CrylAb  x 
Cry2Ae  combined  trait  cotton 
(Twinlink™  Cotton)  and  up  to  0.021 
pound  of  Cry2Ae  protein  from  the 
CrylAb  x  Cry2Ae  combined  trait  cotton 
(TwinLink™  Cotton)  and  the  Cry2Ae 
cotton.  The  level  of  CrylAb  and  Cry2Ae 
protein  in  the  different  plant  materials 
is  only  an  estimation  based  on  Bayer 
CropScience  LP’s  current  level  of 
information.  The  company  is 
researching  the  potential  for  Bacillus 
thuringiensis  Cry2Ae  and  combined 
CrylAb  and  Cry2Ae  proteins 
(TwinLink  ™  Cotton)  produced  by  the 
inserted  genetic  material  in  these  cotton 
PIPs  for  control  of  lepidopteran  larvae 
such  as  cotton  bollworm  [Helicoverpa 
zea),  tobacco  budworm  [Heliothis 
virescens),  pink  bollworm 
[Pectinophora  gossypiella),  fall 
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armyworm  [Spodoptera  frugiperda),  and 
beet  armyworm  [Spodoptera  exigua). 

All  cotton  plants  to  be  evaluated  under 
this  EUP  contain  the  Cry2Ae  protein 
and  have  been  derived  from  either 
transformation  event  GHB119  or 
GHB714  or  are  combinations  derived 
from  either  transformation  event  T303- 
3  or  T304-40  and  event  GHB119  or 
GHB714. 

A  copy  of  the  applications  and  any 
information  submitted  is  available  for 
public  review  in  the  dockets  established 
for  these  EUP  applications  as  described 
under  ADDRESSES. 

Following  the  review  of  the 
applications  and  any  comments  and- 
data  received  in  response  to  these 
solicitations,  EPA  will  decide  w'hether 
to  issue  or  deny  the  EUP  amendment 
and  extension  requests,  and  if  issued, 
the  conditions  under  which  they  are  to 
be  conducted.  Any  issuance  of  the  EUPs 
will  be  announced  in  the  Federal 
Register. 

List  of  Subjects 

Environmental  protection. 
Experimental  use  permits. 

Dated;  November  9,  2010. 

W.  Michael  McDavit, 

Acting  Director,  Biopesticides  and  Pollution 
Prevention  Division,  Office  of  Pesticide 
Programs. 

[FR  Doc.  2010-29223  Filed  11-23-10;  8:45  am] 
BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-9230-7] 

Science  Advisory  Board  Staff  Office; 
Request  for  Nominations  of  Experts  for 
the  Review  of  a  Draft  Microbial  Risk 
Assessment  Guideline:  Pathogenic 
Microorganisms  in  Food  and  Water 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice. 

SUMMARY:  The  EPA  Science  Advisory 
Board  (SAB)  Staff  Office  is  requesting 
public  nominations  for  technical  experts 
to  form  an  SAB  panel  to  review  a  draft 
interagency  Microbial  Risk  Assessment 
Guideline;  Pathogenic  Microorganisms 
in  Food  and  Water  (the  Guideline) 
which  provides  a  flexible  framework  for 
conducting  microbial  risk  assessment 
that  may  be  applied  by  different 
agencies  with  various  statutory 
authorities. 

DATES:  Nominations  should  be 
submitted  by  December  15,  2010  per 
instructions  below. 


FOR  FURTHER  INFORMATION  CONTACT:  Any 

member  of  the  public  wishing  further 
information  regarding  this  Notice  and 
Request  for  Nominations  may  contact 
Mr.  Thomas  Garpenter,  Designated 
Federal  Officer  (DFO),  SAB  Staff  Office, 
by  telephone/voice  mail  at  (202)  564- 
4885,  by  fax  at  (202)  565-2098,  or  via 
e-mail  at  carpenter.thoinas@epa.gov. 
General  information  concerning  the  EPA 
Science  Advisory  Board  can  be  found  at 
the  EPA  SAB  Web  site  at  http:// 
wwnv.epa. gov/sab. 

SUPPLEMENTARY  INFORMATION: 

Background:  The  SAB  (42  U.S.C. 

4365)  is  a  chartered  Federal  Advisory 
Gommittee  that  provides  independent 
scientific  and  technical  peer  review, 
advice,  consultation,  and , 
recommendations  to  the  EPA 
Administrator  on  the  technical  basis  for 
EPA  actions.  As  a  Federal  Advisory 
Committee,  the  SAB  conducts  business 
in  accordance  with  the  Federal 
Advisory  Committee  Act  (FACA)  (5 
U.S.C.  App.  2)  and  related  regulations. 
The  SAB  will  comply  with  the 
provisions  of  FACA  and  all  appropriate 
SAB  Staff  Office  procedural  policies. 

EPA  and  the  U.S.  Department  of 
Agriculture  (USDA)  are  leading  the 
Interagency  Microbial  Risk  Assessment 
(MRA)  Guideline  Workgroup  to  develop 
a  Guideline  to  improve  transparency  in 
how  Federal  agencies  conduct  MRA  and 
promote  consistency  in  terms  of 
approaches  and  methods.  The  Guideline 
is  intended  to  be  a  resource  for  U.S. 
Federal  Government  risk  assessors,  their 
contractors,  and  the  general  risk 
assessment  community. 

The  draft  Guideline  is  focused  on 
infectious  diseases  associated  with  the 
gastrointestinal  tract  and  fecal/oral 
transmission  through  food  and  water 
but  has  utility  to  a  broader  variety  of 
scenarios.  It  applies  to  human 
pathogens  including  viruses,  bacteria, 
protozoa,  and  fungi.  In  addition  to 
issues  in  common  with  chemical  risk 
assessment  the  document  addresses 
issues  that  are  unique  to  MRA  such  as 
secondary  transmission,  variation  in 
immune  status,  and  fluctuation  in 
microbial  populations. 

The  EPA  Office  of  the  Science 
Advisor’s  Risk  Assessment  Forum  has 
requested  the  SAB  to  review  the  draft 
Microbial  Risk  Asses.sment  Guideline; 
Pathogenic  Microorganisms  in  Food  and 
Water  to  assess  the  appropriateness  of 
the  Guideline  to  provide  technical 
guidance  and  its  efficacy  as  a  resource 
in  conducting  MRA.  The  SAB  Staff 
Office  will  consider  nominations 
received  in  response  to  this  FR  Notice, 
members  of  the  Science  Advisory  Board, 
and  the  USDA  National  Advisory 


Committee  on  Microbiological  Criteria 
for  Foods  (NACMCF)  to  form  an  expert 
panel  under  the  auspices  of  the  SAB  to 
review  the  draft  MRA  Guideline. 

Request  for  Nominations:  The  SAB 
■Staff  Office  is  seeking  nominations  of 
nationally  and  internationally 
recognized  scientists  and  risk  assessors 
with  demonstrated  expertise  and 
research  or  management  experience  in 
one  or  more  of  the  following  areas; 
Microbiology,  infectious  disease,  food 
safety,  exposure  assessment, 
biostatistics,  public  health,  risk 
assessment  and  risk  communication.  We 
.are  particularly  interested  in  scientists 
and  risk  assessors  with  direct' 
experience  in  the  design,  management, 
and  implementation  of  public  health 
protection  programs  that  have  included 
development  of  approaches  to  assess 
exposure  reduction  to  food-  and  water¬ 
borne  pathogens. 

Availability  of  the  review  materials: 
Information  on  the  Guideline  is 
available  on  the  EPA  Risk  Assessment 
Forum  Web  site  http://w^\'w.epa.gov/raf/ 
microbiaI.htm.  For  questions  concerning 
the  MRA  Guideline,  please  contact  Dr. 
Kathryn  Gallagher,  Executive  Director, 
Risk  Assessment  Forum,  Office  of  the 
Science  Advisor  US  EPA,  Mail  Gode, 
8105R,  1200  Pennsylvania  Ave,  NW,, 
Washington,  DC  20460.  (phone)  202- 
564-1398  (fax)  202-564-2070  or  at 
gallagher.kathryn@epa.gov. 

Process  and  Deadline  for  Submitting 
Nominations:  Any  interested  person  or 
organization  may  nominate  qualified 
individuals  in  the  areas  of  expertise 
described  above  for  possible  service  on 
this  expert  Panel.  Nominations  should 
be  submitted  in  electronic  format 
(which  is  preferred  over  hard  copy) 
following  the  instructions  for 
“Nominating  Experts  to  Advisory  Panels 
and  Ad  Hoc  Committees  Being  Formed” 
provided  on  the  SAB  Web  site.  The 
instructions  can  be  accessed  through  the 
“Nomination  of  Experts”  link  on  the 
blue  navigational  bar  on  the  SAB  Web 
site  at  http:/ /ww'w.epa.gov/sab.  To 
receive  full  consideration,  nominations 
should  include  all  of  the  information 
requested  below. 

EPA’s  SAB  Staff  Office  requests 
contact  information  about  the  person 
making  the  nomination:  contact 
information  about  the  nominee;  the 
disciplinary  and  specific  areas  of 
expertise  of  the  nominee;  the  nominee’s 
curriculum  vita;  sources  of  recent  grant 
and/or  contract  support;  and  a 
biographical  sketch  of  the  nominee 
indicating  current  position,  educational 
background,  research  activities,  and 
recent  service  on  other  national 
advisory  committees  or  national 
professional  organizations. 
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Persons  having  questions  about  the 
nomination  procedures,  or  who  are 
unable  to  submit  nominations  through 
the  SAB  Web  site,  should  contact  Mr. 
Thomas  Carpenter.  DFO,  as  indicated 
above  in  this  notice.  Nominations 
should  be  submitted  in  time  to  arrive  no 
later  than  December  15,  2010.  EPA 
values  and  welcomes  diversity.  In  an 
effort  to  obtain  nominations  of  diverse 
candidates,  EPA  encourages 
nominations  of  women  and  men  of  all 
racial  and  ethnic  groups. 

The  EPA  SAB  Staff  Office  will 
acknowledge  receipt  of  nominations. 

The  names  and  bio-sketches  of  qualified 
nominees  identified  by  respondents  to 
this  Federal  Register  notice,  and 
additional  experts  identified  by  the  SAB 
Staff,  will  be  posted  in  a  List  of 
Candidates  on  the  SAB  Web  site  at 
http://www'.epa.gov/sab.  Public 
comments  on  this  List  of  Candidates 
will  be  accepted  for  21  calendar  days. 
The  public  will  be  requested  to  provide 
relevant  information  or  other 
documentation  on  nominees  that  the 
SAB  Staff  Office  should  consider  in 
evaluating  candidates. 

For  the  EPA  SAB  Staff  Office,  a 
review  panel  includes  candidates  who 
possess  the  necessary  domains  of 
knowledge,  the  relevant  scientific 
perspectives  (which,  among  other 
factors,  can  be  influenced  by  work 
history  and  affiliation),  and  the 
collective  breadth  of  experience  to 
adequately  address  the  charge.  In 
forming  this  expert  panel,  the  SAB  Staff 
Office  will  consider  public  comments 
on  the  List  of  Candidates,  information 
provided  by  the  candidates  themselves, 
and-background  information 
independently  gathered  by  the  SAB 
Staff  Office.  Selection  criteria  to  be  used 
for  Panel  membership  include; 

(a)  Scientific  and/or  technical  expertise, 
knowledge,  and  experience  (primary 
factors):  (b)  availability  and  willingness 
to  serve;  (c)  absence  of  financial 
conflicts  of  interest;  (d)  absence  of  an 
appearance  of  a  lack  of  impartiality;  and 
(e)  skills  working  in  committees, 
subcommittees  and  advisory  panels; 
and,  (f)  for  the  Panel  as  a  whole, 
diversity  of  expertise  and  viewpoints. 

The  SAB  Staff  Office’s  evaluation  of 
an  absence  of  financial  conflicts  of 
interest  will  include  a  review  of  the 
“Confidential  Financial  Disclosure  Form 
for  Special  Government  Employees 
Serving  on  Federal  Advisory 
Committees  at  the  U.S.  Environmental 
Protection  Agency”  (EPA  Form  3110- 
48).  This  confidential  form  allows 
Government  officials  to  determine 
whether  there  is  a  statutory  conflict 
between  that  person’s  public 
responsibilities  (which  includes 


membership  on  an  EPA  Federal 
advisory  committee)  and  private 
interests  and  activities,  or  the_ 
appearance  of  a  lack  of  impartiality,  as 
defined  by  Federal  regulation.  The  form 
may  be  viewed  and  downloaded  from 
the  following  URL  address  http:// 
www.epa.gov/sab/pdf/epaform31 1 0- 
48.pdf. 

.The  approved  policy  under  which  the 
EPA  SAB  Office  selects  subcommittees 
and  review  panels  is  described  in  the 
following  document:  Overview  of  the 
Panel  Formation  Process  at  the 
Environmental  Protection  Agency 
Science  Advisory  Board  (EPA-SAB— EC- 
02-010),  which  is  posted  on  the  SAB 
Web  site  at  http://www.epa.gdv/sab/pdf/ 
ec0201 0.pdf 

Dated:  November  16,  2010. 

Anthony  F,  Maciorowski, 

Deputy  Director,  EPA  Science  Advisory  Board 
Staff  Office. 

[FR  Doc.  2010-29637  Filed  11-23-10;  8:45  am] 

BILLING  CODE  6560-5(M> 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-923(>-9] 

Science  Advisory  Board  Staff  Office; 
Request  for  Nominations  of  Experts  for 
Review  of  EPA’s  Draft  Technical 
Report  Pertaining  to  Uranium  and 
Thorium  In-Situ  Leach  Recovery  and 
Post-Closure  Stability  Monitoring 

agency:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice. 

SUMMARY:  The  EPA  Science  Advisory 
Board  (SAB)  Staff  Office  is  requesting 
public  nominations  for  technical  experts 
to  augment  the  SAB’s  Radiation 
Advisory  Committee  (RAC)  to  review 
and  provide  advice  on  EPA’s  draft 
scientific  and  technical  report  on  Health 
and  Environmental  Protection 
Standards  for  Uranium  and  Thorium 
Mill  Tailings. 

DATES:  Nominations  should  be 
submitted  by  December  15,  2010  per 
instructions  below. 

FOR  FURTHER  INFORMATION  CONTACT:  Any 

member  of  the  public  wishing  further 
information  regarding  this  Notice  and 
Request  for  Nominations  may  contact 
Dr.  K.  Jack  Kooyoomjian,  Designated 
Federal  Officer  (DFO),  SAB  Staff  Office, 
by  telephone/voice  mail  at  (202)  564- 
2064,  or  via  e-mail  at 
kooyoom jian  .jack@epa  .gov.  General 
information  concerning  the  EPA  Science 
Advisory  Board  can  be  found  at  the  EPA 
SAB  Web  site  at  http://www.epa.gov/ 
sab. 


SUPPLEMENTARY  INFORMATION: 

Background:  The  SAB  (42  U.S.C. 

4365)  is  a  chartered  Federal  Advisory 
Committee  that  provides  independent 
scientific  and  technical  peer  review, 
advice,  consultation,  and 
recommendations  to  the  EPA 
Administrator  on  the  technical  basis  for 
EPA  actions.  As  a  Federal  Advisory 
Committee,  the  SAB  conducts  business 
in  accordance  with  the  Federal 
Advisory  Committee  Act  (FAC A) 

(5  U.S.C.  App.  2)  and  related* 
regulations.  The  SAB  will  comply  with 
the  provisions  of  FAC  A  and  all 
appropriate  SAB  Staff  Office  procedural 
policies. 

EPA  is  conducting  a  review  of  its 
regulatory  standards  in  40  CFR  Part 
192 — Health  and  Environmental 
Protection  Standards  for  Uranium  and , 
Thorium  Mill  Tailings.  In  accordance 
with  UMTRCA  section  206,  EPA  is 
authorized  to  develop  standards  for  the 
protection  of  public  health,  safety,  and 
the  environment  from  radiological  and 
non-radiological  hazards  associated 
with  residual  radioactive  materials.  The 
Agency  is  currently  undertaking  a 
review  to  determine  if  the  existing 
standards,  last  revised  by  EPA  in  1995, 
should  be  updated.  The  expectation  is 
that  In-Situ  Leach  Recovery  (ISL/ISR) 
operations  will  be  the  most  common 
type  of  new  uranium  extraction  facility 
in  the  U.S..  These  facilities  can  affect 
groundwater.  Accordingly,  EPA  is 
seeking  scientific  advice  and  relevant 
technical  criteria  to  establish  standards 
and  procedures,  including  the  relevant 
period  of  monitoring  for  ISL/ISR 
facilities,  once  uranium  extraction 
operations  are  completed,  in  order  to 
provide  reasonable  assurances  of  aquifer 
stability  and  groundwater  protection. 

The  EPA  Office  of  Radiation  and 
Indoor  Air  (ORIA)  has  requested  the 
SAB  to  review  a  draft  technical 
document  pertaining  to  JSL/ISR  post 
closure  stability  monitoring  and 
evaluate  what  criteria,  including  site 
characteristics  and  integrity  features,  as 
well  as  other  relevant  factors  and 
specific  procedures  that  should  be 
considered,  to  establish  a  specific 
period  of  monitoring  for  ISL/ISR 
facilities,  oiice  uranium  extraction 
operations  are  completed.  Among  the 
issues  to  be  considered  is  whether  a 
time  frame  can  be  established,  whether 
specific  site  characteristics,  features  or 
benchmarks  can  be  used  to  aid  in 
establishing  a  post-closure  monitoring 
time  period,  and  if  there  are  other 
technical  approaches  EPA  should 
consider  in  order  to  provide  reasonable 
assurances  of  aquifer  stability  and 
groundwater  protection. 
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The  SAB  Staff  Office  will  form  an 
expert  panel  by  augmenting  the  RAC  to 
review  the  EPA’s  draft  technical  report, 
which  will  be  used  as  a  basis  to  evaluate 
the  technical  and  scientific  issues 
pertaining  to  standards  in  40  CFR  part 
192— ‘Health  and  Environmental 
Protection  Standards  for  Uranium  and 
Thorium  Mill  Tailings. 

Request  for  Nominations:  The  SAB 
Staff  Office  is  seeking  nominations  of 
nationally  and  internationally 
recognized  scientists  and  engineers  with 
demonstrated  expertise  and  experience 
in  one  or  more  of  the  following  areas: 
environmental'statistics,  geochemistry, 
geology,  geostatistics,  hydrogeology, 
environmental  monitoring,  and 
radiation  health  science. 

Technical  Contact:  Technical 
background  information  pertaining  to 
Uranium  In-Situ  Leach  Recovery — Post- 
Closure  Stability  Monitoring  can  be 
found  at  the  following  hotlink:  http:// 
epa.gov/radiation/tenorm/index.htmI, 
and,  information  pertaining  to  EPA’s 
regulatory  standards  in  40  CFR  part 
192 — Health  and  Environmental 
Protection  Standards  for  Uranium  and 
Thorium  Mill  Tailings  can  be  found  at 
http://yosemite.epa.gov/opei/ 
rulegate.nsf/byRIN/2060- 
AP43?opendocument.  For  questions 
concerning  this  topic,  please  contact  Dr. 
Mary  E.  Clark  of  the  U.S.  EPA,  ORIA  by 
telephone  at  (202)  343-9348,  fax  at  (202) 
243-2395,  or  e-mail  at 
clark.marye@epa.gov. 

Process  and  Deadline  for  Submitting 
Nominations:  Any  interested  person  or 
organization  may  nominate  qualified 
individuals  in  the  areas  of  expertise 
described  above  for  possible  service  on 
this  expert  Panel.  Nominations  should 
be  submitted  in  electronic  format 
(which  is  preferred  over  hard  copy) 
following  thp  instructions  for 
“Nominating  Experts  to  Advisory  Panels 
and  Ad  Hoc  Committees  Being  Formed” 
provided  on  the  SAB  Web  site.  The 
instructions  can  be  accessed  through  the 
“Nomination  of  Experts”  link  on  the 
blue  navigational  bar  on  the  SAB  Web 
site  at  http://www.epa.gov/sab.  To 
receive  full  consideration,  nominations 
should  include  all  of  the  information 
requested  below. 

EPA’s  SAB  Staff  Office  requests 
contact  information  about  the  person 
making  the  nomination;  contact 
information  about  the  nominee;  the 
disciplinary  and  specific  areas  of 
expertise  of  the  nominee;  the  nominee’s 
curriculum  vita;  sources  of  recent  grant 
and/or  contract  support;  and  a 
biographical  sketch  of  the  nominee 
indicating  current  position,  educational 
background,  research  activities,  and 
recent  service  on  other  national 


advisory  committees  or  national 
professional  organizations. 

Persons  having  questions  about  the 
nomination  procedures,  or  who  are 
unable  to  submit  nominations  through 
the  SAB  Web  site,  should  contact  Dr.  K. 
Jack  Kooyoomjian,  DFO,  as  indicated 
above  in  this  notice.  Nominations 
should  be  submitted  in  time  to  arrive  no 
later  than  December  15,  2010.  EPA 
values  and  welcomes  diversity.  In  an 
effort  to  obtain  nominations  of  diverse 
candidates,  EPA  encourages 
nominations  of  women  and  men  of  all 
racial  and  ethnic  groups. 

The  EPA  SAB  Staff  Office  will 
acknowledge  receipt  of  nominations. 

The  names  and  bio-sketches  of  qualified 
norriinees  identified  by  respondents  to 
this  Federal  Register  notice,  and 
additional  experts  identified  by  the  SAB 
Staff,  will  be  posted  in  a  List  of 
Candidates  on  the  SAB  Web  site  at 
http://www.epa.gov/sab.  Public 
comments  on  this  List  of  Candidates 
will  be  accepted  for  21  calendar  days. 
The  public  will  be  requested  to  provide 
relevant  information  or  other 
documentation  on  nominees  that  the 
SAB  Staff  Office  should  consider  in 
evaluating  candidates. 

For  the  EPA  SAB  Staff  Office,  a 
review  panel  includes  candidates  who 
possess  the  necessary  domains  of 
knowledge,  the  relevant  scientific 
perspectives  (which,  among  other 
factors,  can  be  influenced  by  work 
.history  and  affiliation),  and  the 
collective  breadth  of  experience  to 
adequately  address  the  charge.  In 
forming  this  expert  panel,  the  SAB  Staff 
Office  will  consider  public  comments 
on  the  List  of  Candidates,  information 
provided  by  the  candidates  themselves, 
and  background  information 
independently  gathered  by  the  SAB 
Staff  Office.  Selection  criteria  to  be  used 
for  Panel  membership  include: 

(a)  Scientific  and/or  technical  expertise, 
knowledge,  and  experience  (primary 
factors);  (b)  availability  and  willingness 
to  serve;  (c)  absence  of  financial 
conflicts  of  interest;  (d)  absence  of  an 
appearance  of  a  lack  of  impartiality;  and 
(e)  skills  working  in  committees, 
subcommittees  and  advisory  panels; 
and,  (f)  for  the  Panel  as  a  whole, 
diversity  of  expertise  and  viewpoints. 

The  SAB  Staff  Office’s  evaluation  of 
an  absence  of  financial  conflicts  of 
interest  will  include  a  review  of  the 
“Confidential  Financial  Disclosure  Form 
for  Special  Government  Employees 
Serving  on  Federal  Advisory 
Committees  at  the  U.S.  Environmental 
Protection  Agency”  (EPA  Form  3110- 
48).  This  confidential  form  allows 
Government  officials  to  determine 
whether  there  is  a  statutory  conflict 


between  that  person’s  public 
responsibilities  (which  includes 
membership  on  an  EPA  Federal 
advisory  committee)  and  private 
interests  and  activities,  or  the 
appearance  of  a  lack  of  impartiality,  as 
defined  by  Federal  regulation.  The  form 
may  be  viewed  and  downloaded  from 
the  following  URL  address  http:// 
www.epa.gOv/sab/pdf/epaform3110- 
48.pdf. 

The  approved  policy  under  which  the 
EPA  SAB  Office  selects  subcommittees 
and  review  panels  is  described  in  the 
following  document:  Overview  of  the 
Panel  Formation  Process  at  the 
Environmental  Protection  Agency 
Science  Advisory  Board  (EPA-SAB-EC- 
02-010),  which  is  posted  on  the  SAB 
Web  site  at  http://www.epa.gov/sab/pdf/ 
ec02010.pdf. 

Dated:  November  18,  2010. 

Vanessa  T.  Vu, 

Director,  EPA  Science  Advisory  Board  Staff 
Office. 

[FR  Doc.  2010-29635  Filed  11-23-10;  8:45  am] 
BILLING  CODE  6560-50-P 


FEDERAL  ELECTION  COMMISSION 
Sunshine  Act  Notices 

DATE  AND  TIME:  Thursday,  November  18, 
2010,  at  10  a.m. 

PLACE:  999  E.  Street,  NW.,  Washington, 
DC  (ninth  floor). 

STATUS:  This  meeting  will  be  open  to  the 
public. 

Items  To  Be  Discussed 

Correction  and  Approval  of  the 
Minutes  for  the  Meeting  of  November  4, 
2010. 

Draft  AO  2010-23:  CTIA  by  Jan 
Witold  Baran,  Esq.  and  Caleb  P.  Burns, 
Esq. 

Draft  AO  2010-24:  Republican  Party 
of  San  Diego  County  by  C.  April  Boling, 
CPA,  Treasurer. 

Draft  AO  2010-26:  The  Honorable 
Brian  Baird. 

Draft  AO  2010-27:  Obama  for 
America  by  Judith  L.  Corley,  Esq.  and 
Rebecca  H.  Gordon,  Esq.;  and  Biden  for 
President  by  William  J.  Farah,  Esq. 

Individuals  who  plan  to  attend  and 
.require  special  assistance,  such  as  sign 
language  interpretation  or  other 
reasonable  accommodations,  should 
contact  Shawn  Woodhead  Werth, 
Commission  Secretary  and  Clerk,  at 
(202)  694-1040,  at  least  72  hours  prior 
to  the  hearing  date. 
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PERSON  TO  CONTACT  FOr' INFORMATION: 

Judith  Ingram,  Press  Officer,  Telephone: 
(202)  694-1220. 

Shawn  Woodhead  Werth, 

Secretary  and  Clerk  of  the  Commission. 

IFR  Doc.  2010-29407  Filed  11-23-10;  8:45  am] 
BILUNG  CODE  671S-01-M 


FEDERAL  MARITIME  COMMISSION 
Notice  of  Agreements  Filed 

The  Commission  hereby  gives  notice 
of  the  filing  of  the  following  agreements 
under  the  Shipping  Act  of  1984. 
Interested  parties  may  submit  comments 
on  the  agreements  to  the  Secretary, 
Federal  Maritime  Commission, 
Washington,  DC  20573,  within  ten  days 
of  the  date  this  notice  appears  in  the 
Federal  Register.  Copies  of  the 
agreements  are  available  through  the 
Commission’s  Web  site  [http:// 
wiMA. fmc.gov)  or  by  contacting  the 
Office  of  Agreements  at  (202)  523-5793 
or  tradeanalysis@fmc.gov. 

Agreement  No.:  012032-006. 

Title:  CMA  CGM/MSC/Maersk  Line 
North  and  Central  China-US  Pacific 
Coast  Two-Loop  Space  Charter,  Sailing 
and  Cooperative  Working  Agreement. 

Parties:  A.P.  Moller-Maersk  A/S,  CMA 
CGM  S.A.,  and  Mediterranean  Shipping 
Company  S.A. 

Filing  Party:  Wayne  R.  Rohde,  Esq.; 
Cozen  O’Connor;  1627  I  Street,  NW., 
Suite  1100;  Washington,  DC  20006. 

Synopsis:  The  amendment  revises  the 
allocations  for  Maersk  and  MSC  on 
Loop  2  of  the  parties’  transpacific 
service. 

Agreement  No.:  012108. 

Title:  The  World  Liner  Data 
Agreement. 

Parties:  ANL  Container  Line  Ptv  Ltd.; 
A.P.  Moller-Maersk  A/S;  CMA  CGM 
S.A.;  Compania  Chilena  de  Navegacion 
Interoceanica  S.A.;  Hamburg-Sud; 
Hapag-Lloyd  AG;  Mediterranean 
Shipping  Company  S.A.;  Orient 
Overseas  Container  Line  Ltd.;  and 
United  Arab  Shipping  Company  S.A.G. 

Filing  Party:  VVayne  Rohde,  Esq.; 
Cozen  O’Connor;  627  I  Street,  NW., 
Suite  1100;  Washington,  DC  20006. 

Synopsis:  The  pending  agreement  has 
been  changed  to  include  ANL  Container 
Line  Pty  Ltd.  as  a  party  to  the 
Agreement. 

By  Order  of  the  Federal  Maritime 
Commission. 

Dated;  November  19,  2010. 

Karen  V.  Gregory, 

Secretary. 

(FR  Doc.  2010-29658  Filed  11-23-10;  8:45  am] 

BILUNG  CODE  P 


FEDERAL  TRADE  COMMISSION 

Agency  Information  Collection 
Activities;  Proposed  Collection; 
Comment  Request 

agency:  Federal  Trade  Commission 
(FTC  or  Commission). 
action:  Notice. 

SUMMARY:  The  information  collection 
requirements  described  below  will  be 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  for  review,  as 
required  by  the  Paperwork  Reduction 
Act  (PRA).  The  FTC  is  seeking  public 
comments  on  its  proposal  to  extend 
through  February  28,  2014,  the  current 
PRA  clearance  for  information 
collection  requirements  contained  in  its 
Informal  Dispute  Settlement  Procedures 
Rule.  That  clearance  expires  on 
February  28,  2011. 

DATES:  Comments  must  be  received  on 
or  before  January  24,  2011. 

ADDRESSES:  Interested  parties  are 
invited  to  submit  written  comrrients 
electronically  or  in  paper  form,  by 
following  the  instructions  in  the 
Request  for  Comments  part  of  the 
SUPPLEMENTARY  INFORMATION  section 
below.  Comments  in  electronic  form 
should  be  submitted  by  using  the 
following  Web  link:  [https:// 
ftcpublic.commentworks.com/ftc/ 
idsrpra)  (and  following  the  instructions 
on  the  Web-based  form).  Comments  in 
paper  form  should  be  mailed  or 
delivered  to  the  following  address: 
Federal  Trade  Commission,  Office  of  the 
Secretary,  Room  HB-113  (Annex  J),  600 
Pennsylvania  Avenue,  NW., 

Washington.  DC  20580,  in  the  manner 
detailed  in  the  SUPPLEMENTARY 
INFORMATION  section  below. 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  copies  of  the  collection  of 
information  and  supporting 
documentation  should  be  addressed  to 
Allyson  Himelfarb,  Investigator, 
Division  of  Marketing  Practices,  Bureau 
of  Consumer  Protection,  Federal  Trade 
Commission,  Room  H-286,  600 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20580,  (202)  326-2505. 
SUPPLEMENTARY  INFORMATION: 

Proposed  Information  Collection 
Activities 

Under  the  PRA,  44  U.S.C.  3501-3521, 
Federal  agencies  must  obtain  approval 
from  OMB  for  each  collection  of 
information  they  conduct  or  sponsor. 
“Collection  of  information”  means 
agency  requests  or  requirements  that 
members  of  the  public  submit  reports, 
keep  records,  or  provide  information  to 
a  third  party.  44  U.S.C.  3502(3),  5  CFR 
1320.3(c).  Because  the  number  of 


entities  affected  by  the  Commission’s 
requests  will  exceed  ten,  the 
Commission  plans  to  seek  OMB 
clearance  under  the  PRA.  As  required 
by  §  3506(c)(2)(A)  of  the  PRA,  the 
Commission  is  providing  this 
opportunity  for  public  comment  before 
requesting  that  OMB  extend  the  existing 
paperwork  clearance  for  the  information 
collection  requirements  associated  with 
the  Commission’s  regulations  under  the 
FTC’s  Informal  Dispute  Settlement 
Procedures  Rule  (the  Dispute  Settlement 
Rule  or  Rule)  (OMB  Control  Number 
3084-0113),  16  CFR  703. 

The  Dispute  Settlement  Rule  is  one  of 
three  rules  ^  that  the  FTC  implemented 
pursuant  to  requirements  of  the 
Magnuson-Moss  Warranty  Act,  15 
U.S.C.  2301  et  seq.  (Warranty  Act  or 
Act). 2  The  Dispute  Settlement  Rule,  IS 
CFR  703,  specifies  the  minimum 
standards  which  must  be  met  by  any 
informal  dispute  settlement  mechanism 
(IDSM)  that  is  incorporated  into  a 
written  consumer  product  warranty  and 
which  the  consumer  must  use  before 
pursuing  legal  remedies  under  the  Act 
in  court.  In  enacting  the  Warranty  Act, 
Congress  recognized  the  potential 
benefits  of  consumer  dispute 
mechanisms  as  an  alternative  to  the 
judicial  process.  Section  110(a)  of  the 
Act  sets  out  the  Congressional  policy  to 
“encourage  warrantors  to  establish 
procedures  whereby  consumer  disputes 
are  fairly  and  expeditiously  settled 
through  informal  dispute  settlement 
mechanisms”  and  erected  a  framework 
for  their  establishment.^  As  an  incentive 
to  warrantors  to  establish  IDSMs, 
Congress  provided  in  Section  110(a)(3) 
that  warrantors  may  incorporate  into 
their  written  consumer  product 
warranties  a  requirement  that  a 
consumer  must  resort  to  an  IDSM  before 
pursuing  a  legal  remedy  under  the  Act 
for  breach  of  warranty."*  To  ensure 
fairness  to  consumers,  however, 
Congress  also  directed  that,  if  a 
warrantor  were  to  incorporate  such  a 
“prior  resort  requirement”  into  its 
•written  warranty,  the  warrantor  must 
comply  with  the  minimum  standards  set 
by  the  Commission  for  such  IDSMs.® 
Section  110(a)(2)  of  the  Act  directed  the 
Commission  to  establish  those 
minimum  standards.*" 

The  Dispute  Settlement  Rule  contains 
standards  for  IDSMs,  including 


"  The  other  two  rules  relate  to  the  information 
thatlnust  appear  in  any  written  warranty  offered  on 
a  consumer  product  costing  more  than  $15  and  the 
pre-sale  availability  of  warranty  terms. 

240  FR  60168  (Dec.  31,  1975). 

2  15  U.S.C.  2310(a). 

-•15  U.S.C.  2310(a)(3). 

s/d. 

'•15  U.S.C.  2310(a)(2). 
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requirements  concerning  the 
mechanism’s  structure  (e.g.,  funding, 
staffing,  and  neutrality),  the 
qualifications  of  staff  or  decision 
makers,  the  mechanism’s  procedures  for 
resolving  disputes  [e.g.,  notification, 
investigation,  time  limits  for  decisions, 
and  follow-up),  recordkeeping,  and 
annual  audits.  The  Rule  requires  that 
IDSMs  establish  'written  operating 
procedures  and  provide  copies  of  those 
procedures  upon  request. 

The  Dispute  Settlement  Rule  applies 
only  to  those  firms  that  choose  to  be 
bound  by  it  by  requiring  consumers  to 
use  an  IDSM.  Neither  the  Rule  nor  the 
Act  requires  warrantors  to  set  up  IDSMs. 
A  warrantor  is  free  to  set  up  an  IDSM 
that  does  not  comply  with  the  Rule  as 
long  as  the  warranty  does  not  contain  a 
prior  resort  requirement. 

Request  for  Comments 

The  FTC  invites  comments  on;  (1) 
Whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 

(2)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  of  the  proposed  collection 
of  information,  including  the  validity  of 
the  methodology  and  assumptions  used; 

(3)  ways  to  enhance  the  quality,  utility, 
and  clarity  of  the  information  to  be 
collected;  and  (4)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology,  e.g.,  permitting  electronic 
submission  of  responses.  All  comments' 
should  be  filed  as  prescribed  below,  and 
must  be  received  on  or.  before  January 
24,  2011. 

Please  also  note  that  because  your 
comments  will  be  made  public,  you  are 
solely  responsible  for  ensuring  that  it 
does  not  include  any  sensitive  personal 
information,  such  as  any  individual’s 
Social  Security  number,  date  of  birth, 
driver’s  license  number  or  other  State 
identification  number  or  foreign  country 
equivalent,  passport  number,  financial 
account  number,  or  credit  or  debit  card 
number.  It  is  also  your  own 
responsibility  to  ensure  that  your 
comment  does  not  include  any  sensitive 
health  information,  such  as  medical 
records  or  other  individually 
identifiable  health  information.  In 
addition,  your  comment  should  not 
include  any  “[tjrade  secret  or  any 
commercial  or  financial  information 
which  is  obtained  from  any  persf'n  and 
which  is  privileged  or  confidential 
*  *  *,”  as  provided  in  Section  6(f)  of 


the  FTC  Act,  15  U.S.C.  46(f),  and  FTC 
Rule  4.10(a)(2),  16  CFR  4.10(a)(2).  No 
comment,  whether  it  contains  such 
material  or  not,  will  be  given 
confidential  treatment  unless  the 
comment  has  been  filed  with  the  FTC 
Secretary;  the  comment  is  accompanied 
by  a  written  confidentiality  request  that 
complies  fully  with  FTC  Rule  4.9(c),  16 
CFR  4.9(c);  ^  and  the  General  Counsel, 
in  his  or  her  sole  discretion,  has 
determined  to  grant  the  request  in 
accordance  with  applicable  law  and  the 
public  interest. 

Because  paper  mail  addressed  to  the 
FTC  is  subject  to  delay  due  to 
heightened  security  screening,  please 
consider  submitting  your  comments  in 
electronic  form.  Comments  filed  in 
electronic  form  should  be  submitted  by 
using  the  following  Web  link:  https:// 
ftcpublic.commentworks.com/ftc/ 
idsrpra  (and- following  the  instructions 
on  the  Web-based  form).  To  ensure  that 
the  Commission  considers  an  electronic 
comment,  you  must  file  it  on  the  Web- 
based  form  at  the  Web  link:  https:// 
ftcpuhlic.commentworks.com/ftc/ 
idsrpra).  If  this  Notice  appears  at 
http://www.regulations.gov/search/ 
index. jsp,  you  may  also  file  an 
electronic  comment  through  that  Web 
site.  The  Commission  will  consider  all 
comments  that  regulations.gov  forwards 
to  it.  You  may  also  visit  the  FTC  Web 
site  at  http://www.ftc.gov  Xo  read  the 
Notice  and  the  news  release  describing 
■  it. 

A  comment  filed  in  paper  form 
should  include  the  “Warranty  Rules: 
Paperwork  Comment,  FTC  File  No. 
P044403”  reference  both  in  the  text  and  . 
on  the  envelope,  and  should  be  mailed 
or  delivered  to  the  following  address: 
Federal  Trade  Commission,  Office  of  the 
Secretary,  Room  H-113  (Annex  J),  600 
Pennsylvania  Avenue,  NW., 

Washington,  DC  20580.  The  FTC  is 
requesting  that  any  comment  filed  in 
paper  form  be  sent  by  courier  or 
overnight  service,  if  possible,  because 
U.S.  postal  mail  in  the  Washington  area 
and  at  the  Commission  is  subject  to 
delay  due  to’  heightened  security 
precautions. 

The  FTC  Act  and  other  laws  the 
Commission  administers  permit  the 
collection  of  public  comments  to 
consider  and  use  in  this  proceeding  as 
appropriate.  The  Commission  will 
consider  all  timely  and  responsive 
public  comments  that  it  receives, 
whether  filed  in  paper  or  electronic 


'  In  particular,  the  written  request  for  confidential 
treatment  that  accompanies  the  comment  must 
include  the  factual  and  legal  basis  for  the  request, 
and  must  identify  the  specific  portions  of  the 
comment  to  be  withheld  from  the  public  record.  See 
FTC  Rule  4.9(c),  16  CFR  4.9(c). 


form.  Comments  received  will  be 
available  to  the  public  on  the  FTC  Web 
site,  to  the  extent  practicable,  at  http:// 
www.ftc.gov/os/prubIiccomments.shtm. 

As  a  matter  of  discretion,  the 
Commission  makes  every  effort  ta 
remove  home  contact  information  for 
individuals  from  the  public  comments  it 
receives  before  placing  those  comments 
on  the  FTC  Web  site.  More  information, 
including  routine  uses  permitted  by  the 
Privacy  Act,  may  be  found  in  the  FTC’s 
privacy  policy,  at  http://www.ftc.gov/ 
ftc/ privacy. shtm. 

Informal  Dispute  Settlement  Rule 
Burden  Statement 

Total  annual  hours  burden:  13,000 
hours,  rounded  to  the  nearest  thousand. 
The  primary  burden  from  the  Dispute 
Settlement  Rule  comes  from  the 
recordkeeping  requirements  that  apply 
to  IDSMs  that  are  incorporated  into  a 
consumer  product  warranty  through  a 
prior  resort  clause.  In  its  2007 
submission  to  OMB,  staff  estimated  that 
the  recordkeeping  burden  was  12,241 
hours  per  year,  the  reporting  burden 
was  4,080  hours  per  year,  and  the 
disclosure  requirements  were  408  hours 
per  year,  or  cumulatively, 
approximately  17,000  hours.  Although 
the  Rule’s  information  collection 
requirements  have  not  changed  since 
2007,  staff  has  adjusted  its  previous 
estimates  based  on  the  following  two 
factors.  First,  the  annual  audits  filed  by 
the  two  IDSMs  currently  operating 
under  the  Rule  indicate  that,  on  average, 
fewer  disputes  were  handled  since  the 
previous  submission  to  OMB  in  2007. 
This  factor  results  in  a  decreased  annual 
hours  burden  estimate  for  the  IDSMs. 
Second,  staff  has  reevaluated  the 
methodology  used  and  the  assumptions 
made  in  its  previous  submission  with 
respect  to  the  burden  imposed  on 
warrantors  under  the  Rule,  and  now 
includes  that  analysis  in  its  new 
estimates.  This  factor  results  in  an 
increased  annual  burden  estimate  for 
warrantors.  The  calculations  underlying 
staff’s  new  estimates  follow. 

Recordkeeping:  The  Rule  requires 
IDSMs  to  maintain  records  of  each 
consumer  warranty  dispute  that  is 
referred  to  it.  These  case  files  must 
include  information  such  as  the 
consumer’s  contact  information,  the 
make  and  model  of  the  product  at  issue, 
all  letters  or  other  correspondence 
submitted  by  the  consumer  or 
warrantor,  and  all  evidence  collected  to 
resolve  the  dispute.  Because 
maintaining  individual  case  records  is  a 
necessary  function  for  any  IDSM,  much 
of  the  burden  would  be  incurred  in  the 
ordinary  course  of  the  IDSM’s  business. 
Nonetheless,  staff  retains  its  previous 


71706 


Federal  Register / Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Notices 


estimate  that  maintaining  individual 
case  files  imposes  an  additional  burden 
of  30  minutes  per  case. 

The  amount  of  work  required  will 
depend  on  the  number  of  dispute 
resolution  proceedings  undertaken  in 
each  IDSM.  A  review  of  the  annual 
audits  completed  since  the  prior 
submission  to  OMB  in  2007  (audits  for 
calendar  years  2006  through  2009) 
indicates  that  currently  there  are  two 
IDSMs  operating  under  the  Rule:  the  . 
BBB  AUTO  LINE  and  the  National 
Center  for  Dispute  Settlement  (NCDS). 
The  BBB  AUTO  LINE  audits  from 
calendar  years  2006  through  2009 
indicate  that  it  handled  an  average  of 
16,187  disputes  each  year.®  Audit 
reports  submitted  on  behalf  of  NCDS, 
which  most  recently  handled  disputes 
on  behalf  of  six  automobile 
manufacturers,  indicate  that  an  average 
of  2,040  disputes  were  closed  each  year 
for  calendar  years  2006  through  2009.® 

Based  on  the  above  figures,  staff 
estimates  that  the  average  number  of 
disputes  handled  annually  by  IDSMs 
covered  by  the  Rule  is  approximately 
18,227  (an  average  of  16,187  disputes 
handled  by  BBB  AUTO  LINE  +  an 
average  of  2,040  disputes  handled  by 
NCDS).^®  Accordingly,  staff  estimates 
the  total  annual  recordkeeping  burden 
attributable  to  the  Rule  to  be 
approximately  9,114  hours  (18,227 
disputes  X  30  minutes  of  burden)  60 
minutes). 

Reporting:  The  Rule  requires  IDSMs 
to  update  indexes,  complete  semiannual 
statistical  summaries,  and  submit  an 
annual  audit  report  to  the  FTC.  Staff 
retains  its  previous  estimate  that 
covered  entities  spend  approximately  10 
minutes  per  case  for  these  activities, 
resulting  in  a  total  annual  burden  of 
approximately  3,038  hours  (18,227 
disputes  X  10  minutes  of  burden  h-  60 
minutes). 


”  According  to  its  annual  audits,  the  number  of 
disputes  filed  each  year  with  the  BBB  AUTO  LINE 
are  as  follows:  20,658  in  2006;  17,365  in  2007; 
14,958  in  2008;  and  11,768  in  2009.  As  of  its  most 
recent  audit  in  2009,  the  BBB  AUTO  LINE  handled 
disputes  on  a  national  basis  for  thirteen  automobile 
manufacturers.  An  additional  eight  manufacturers 
utilized  BBB  AUTO  LINE  in  some  States,  hut  not 
others. 

®  According  to  its  annual  audits,  the  number  of 
disputes  closed  each  year  with  NCDS  are  as  follows: 
1,836  in  2006;  1,759  in  2007;  2,110  in  2008;  and 
2,455  in  2009. 

>0  Because  the  number  of  annual  disputes.Rled 
htis  fluctuated,  staff  believes  that  taking  the  average 
number  of  disputes  filed  for  years  2006  through 
2009  (the  most  recent  available  data)  is  the  best  way 
to  project  what  will  happen  over  the  next  three 
years  of  the  OMB  clearance  for  the  Rule. 


Disclosure 

(a)  Warrantors’  Disclosure  Burden 

The  Rule  requires  warrantors  that 
elect  to  incorporate  the  use  of  an  IDSM 
into  their  warranties  to  disclose  in  their 
warranties  the  following:  a  statement 
about  the  availability  of  the  IDSM,  the 
contact  informaticin  for  the  IDSM,  and 
any  “prior  resort  requirement.”  In  its 
2007  submission  to  OMB,  staff  noted 
that  any  incremental  costs  to  the 
warrantor  of  including  this  additional 
information  in  the  warranty  would  be 
negligible,  and  thus,  did  not  account  for 
warrantors’  disclosure  burden  in  its 
previous  submission.  While  staff 
continues  to  agree  with  that  assessment, 
upon  further  review,  staff  has 
determined  that  it  would  be  appropriate 
to  account  for  the  disclosure  burden  as 
it  relates  to  warrantors  based  on  two 
types  of  additional  information  that 
warrantors  are  required  to  disclose 
under  the  Rule:  (1)  More  detailed 
information  concerning  the  IDSM  and 
its  procedures:  and  (2)  information  that 
makes  consumers  aware  of  the  existence 
of  the  IDSM. 

First,  the  Rule  requires  that 
warrantors  include,  either  in  the 
warranty  or  in  a  separate  document 
accompanying  the  warranted  product, 
more  detailed  information  concerning 
the  IDSM.  Among  other  things,  this 
information  may  include:  a  form 
addressed  to  the  IDSM  with  spaces  to  be 
filled  out  by  the  consumer. to  provide 
the  IDSM  with  information  needed  to 
resolve  consumer  disputes,  a  brief 
description  of  IDSM  procedures,  the 
time  limits  adhered  to  hy  the  IDSM,  and 
the  types  of  information  the  IDSM  might 
require  for  prompt  resolution  of  the 
consumer  dispute.  ^2  Because  warrantors 
have  the  option  of  providing  this 
additional  information  in  materials 
separate  from  the  warranty,  warrantors 
likely  will  bear  an  additional  burden 
that  is  separate  and  apart  from  whatever 
burden  already  is  imposed  on 
warrantors  from  drafting  warranty  terms 
that  comply  with  Rule  701,  the  rule  on 
the  disclosure  of  warranty  terms. 

Second,  the  Rule  requires  that 
warrantors  take  steps  reasonably 
calculated  to  make  consumers  aware  of 
the  IDSM’s  existence  at  the  time 
consumers  experience  warranty 
disputes.^®  The  annual  audits — which 
are  required  to  assess  how  well 
warrantors  comply  with  this 
requirement — demonstrate  the  different 
steps  warrantors  take  to  inform 
consumers  of  the  existence  of  the  IDSM 


”  16  CFR  703.2(h). 
*2  16  CFR  703.2(c). 
>2  16  CFR  703.2(d). 


procedures.  For  example,  some 
warrantors  create  separate  pamphlets 
that  deal  specifically  with  the  IDSM 
process.  Other  warrantors  publish  entire 
warranty  manuals  or  booklets,  within 
which  several  pages  are  dedicated  to  the 
IDSM.  Still  other  warrantors  have 
created  posters  to  alert  consumers  to  the 
existence  of  the  informal  dispute 
settlement  process.  Based  on  this 
information,  it  is  clear  that  warrantors, 
bear  more  than  a  negligible  disclosure 
burden  under  the  Rule.  Accordingly, 
staff  now  includes  an  assessment  of  the 
disclosure  burden  for  warrantors  in  its 
estimates  as  follows. 

A  review  of  the  annual  audits  of  the 
BBB  AUTO  LINE  and  the  NCDS 
indicates  that  currently  there  are 
approximately  twenty-seven  automobile 
manufacturers  covered  by  the  Rule.  Staff 
assumes  that  each  manufacturer  spends 
an  average  of  thirty  hours  a  year 
creating,  revising,  and  distributing  the 
informational  materials  necessary  to 
comply  with  the  Rule,  resulting  in  an 
annual  disclosure  burden  of  810  hours 
(27  manufacturers  x  30  hours). 

(b)  IDSMs’  Disclosure  Burden 

Under  the  Rule,  a  portion  of  the 
disclosure  burden  would  be  borne  by 
the  IDSM  itself,  which  is  required  to 
provide  to  interested  consumers  upon 
request  copies  of  the  various  types  of 
information  the  IDSM  possesses, 
including  its  annual  audits.  In  addition, 
consumers  who  have  filed  disputes  with 
the  IDSM  also  have  a  right  to  copies  of 
their  records.  (IDSMs  are  permitted  to 
charge  for  providing  both  types  of 
information.) 

Based  on  discussions  with 
representatives  of  the  IDSMs  over  the 
years,  staff  estimates  that  the  burden 
imposed  by  the  disclosure  requirements 
is  approximately  304  hours  per  year  for 
the  existing  IDSMs  to  provide  copies  of 
this  information.  This  estimate  draws 
from  the  average  number  of  consumers 
who  file  claims  each  year  with  the 
IDSMs  (18,227)  and  the  assumption  that 
twenty  percent  of  consumers 
individually  request  copies  of  the 
records  pertaining  to  their  disputes,  or 
approximately  3,645  consumers.  Staff 
estimates  that  copying  such'  records 
would  require  approximately  5  minutes 
per  consumer,  including  a  negligible 
number  of  requests  for  copies  of  the 
annual  audit.^^  Thus,  the  IDSMs 


This  estimate  includes  the  additional  amount 
of  time  required  to  copy  the  annual  audit  upon  a 
consumer’s  request.  However,  because  staff  has 
determined  that  a  very  small  minority  of  consumers 
request  a  copy  of  the  annual  audit,  this  estimate  is 
likely  an  overstatement.  In  addition,  at  least  a 
portion  of  case  files  are  provided  to  consumers 
electronically,  which  further  would  reduce  the 
paperwork  burden  borne  by  the  IDSMs. 
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currently  operating  under  the  Rule  have 
an  estimated  total  disclosure  burden  of 
304  hours  (3,645  consumers  x  5  minutes 
of  burden  60  minutes).  * 

Accordingly,  the  total  PRA-related 
annual  hours  burden  attributed  to  the 
Rule  is  approximately  13,266  hours 
(9,114  hours  for  recordkeeping  +  3,038 
hours  for  reporting  +  1,114  hours  for 
disclosures). 

Total  annual  labor  cost:  $265,000 
rounded  to  the  nearest  thousand. 

Recordkeeping:  Staff  assumes  that 
IDSMs  use  clerical  staff  to  comply  with 
the  recordkeeping  requirements 
contained  in  the  Rule  at  an  hourly  rate 
of  $15.^5  Thus,  the  labor  cost  associated 
with  the  9,114  annual  burden  hours  for 
recordkeeping  is  approximately 
$136,710  (9,114  burden  hours  x  $15  per 
hour). 

Reporting:  Staff  assumes  that  IDSMs 
also  use  clerical  support  staff  at  an 
hourly  rate  of  $15  to  comply  with  the 
reporting  requirements.  Thus,  the  labor 
cost  associated  with  the  3,038  annual 
burden  hours  for  reporting  is 
approximately  $45,570  (3,038  burden 
hours  X  $15  per  hour). 

Disclosure:  Staff  assumes  that  the 
work  required  to  comply  with  the 
warrantors’  disclosure  requirements 
entails  an  equal  mix  of  legal,  clerical, 
and  graphic  design  work.  The  legal 
work  entails  ensuring  that  the  warranty 
information  and  other  materials  contain 
the  information  required  to  be  disclosed 
by  the  Rule,  as  well  as  reviewing  the 
annual  audits  for  any  recommendations 
for  how  to  improve  the  warrantors’ 
materials,  and  implementing  those 
recommended  changes  as  appropriate. 
The  graphic  design  work  entails  creating 
pamphlets,  brochures,  posters,  or  other 
materials  that  are  aimed  at  making 
consumers  aware  of  the  existence  of  the 
IDSM  and  its  procedures.  The  clerical 
work  entails  copyir^  and  distributing 
those  informational  materials.  Staff 
assumes  that  one  third  of  the  total 
disclosure  hours  for  warrantors  (270 
hours)  requires  legal  work  at  a  rate  of 
$250  an  hour,  one  third  requires  graphic 
design  at  a  rate  of  $23  an  hour,  and  one 
third  requires  clerical  work  at  a  rate  of 
$15  an  hour.  This  results  in  a  disclosure 
labor  burden  of  $77,760  for  warrantors 
M(270  X  $250)  +  (270  X  $23)  +  (270  X 
$15). 

In  addition,  staff  assumes  that  IDSMs 
use  clerical  support  at  an  hourly  rate  of 


’®The  wage  rates  used  in  this  Notice  are  based 
on  recent  data  from  the  Bureau  of  Labor  Statistics 
National  Compensation  Survey  at  http:// 
www.bls.gov/ncs/ncswage2009.htni,  with  the 
exception  of  the  hourly  wage  rate  for  legal 
professionals,  which  is  based  upon  industry 
knowledge.  Hourly  rates  are  rounded  to  the  nearest 
dollar. 


$15  to  reproduce  records  and,  therefore, 
the  labor  cost  associated  with  the  304 
annual  hours  of  disclosure  burden  for 
IDSMs  is  approximately  $4,560  (304 
burden  hours  x  $15  per  hour). 

Accordingly,  the  combined  total 
annual  labor  cost  for  PRA-related 
burden  under  the  Rule  is  approximately 
$264,600  ($136,710  for  recordkeeping  + 
$45,570  for  reporting  +  $82,320  for 
disclosures). 

Total  annual  capital  or  other 
nonlabor  costs:  $322,000,  rounded  to 
the  nearest  thousand. 

Total  capital  and  start-up  costs:  The 
Rule  imposes  no  appreciable  current 
capital  or  start-up  costs.  The  vast 
majority  of  warrantors  have  already 
developed  systems  to  retain  the  records 
and  provide  the  disclosures  required  by 
the  Rule.  Rule  compliance  does  not 
require  the  use  of  any  capital  goods, 
other  than  ordinary  office  equipment,  to 
which  providers  would  already  have 
access.  In  addition,  according  to  a 
representative  of  one  IDSM,  it  has 
already  developed  systems  to  collect 
and  retain  information  needed  to 
produce  the  indexes  and  statistical 
summaries  required  by  the  Rule,  and 
thus,  estimated  very  low  capital  or 
startup  costs. 

The  only  additional  cost  imposed  on 
IDSMs  operating  under  the  Rule  that 
would  not  be  incurred  for  other  IDSMs 
is  the  annual  audit  requirement. 
According  to  representatives  of  the 
IDSMs,  the  vast  majority  of  costs 
associated  with  this  requirement  are  the 
fees  paid  to  the  auditors  and  their  staffs 
to  perform  the  annual  audit. 
Representatives  of  the  IDSMs  previously 
estimated  a  combined  cost  of  $300,000 
for  both  IDSMs  currently  operating 
under  the  Rule,  and  staff  retains  that 
estimate. 

Other  non-labor  costs:  $22,000  in 
copying  costs.  This  total  is  based  on 
estimated  copying  costs  of  7  cents  per 
page  and  several  conservative 
assumptions.  Staff  estimates  that  the 
average  dispute-related  file  is  35  pages 
long  and  that  a  typical  annual  audit  file 
is  approximately  200  pages  in  length.  As 
discussed  above,  staff  assumes  that 
twenty  percent  of  consumers  using  an 
IDSM  currently  operating  under  the 
Rule  (approximately  3,645  consumers) 
request  copies  of  the  records  relating  to 
their  disputes. 

Staff  also  estimates  that  a  very  small 
minority  of  consumers  request  a  copy  of 
the  annual  audit.  This  assumption  is 
based  on  (1)  the  number  of  consumer 
requests  actually  received  by  the  IDSMs 
in  the  past;  and  (2)  the  fact  that  the 
IDSMs’  annual  audits  are  available 
online.  For  example,  annual  audits  are 
available  on  the  FTC’s  Web  site,  where 


consumers  may  view  and  or  print  pages 
as  needed,  at  no  cost  to  the  IDSM.  In 
addition,  the  Better  Business  Bureau 
makes  available  on  its  Web  site  the 
annual  audit  of  the  BBB  AUTO  LINE. 
Therefore,  staff  conservatively  estimates 
that  only  five  percent  of  consumers 
using  an  IDSM  covered  by  the  Rule 
(approximately  911  consumers)  will 
request  a  copy  of  the  IDSM’s  audit 
report. 

Thus,  the  total  annual  copying  cost 
for  dispute-related  files  is 
approximately  $8,930  (35  pages  per  file 
X  $.07  per  page  x  3,645  consumer 
.requests)  and  the  total  annual  copying 
cost  for  annual  audit  reports  is 
approximately  $12,754  (200  pages  per 
audit  report  x  $.07  per  page  x  911  - 
consumer  requests).  Accordingly,  the 
total  cost  attributed  to  copying  under 
the  Rule  is  approximately  $21,684. 
Thus,  the  total  non-labor  cost  under  the 
Rule  is  approximately  $321,684 
($300,000  for  auditor  fees  +  $21,684  for 
copying  costs). 

Willard  K.  Tom,  • 

General  Counsel. 

[FR  Doc.  2010-29607  Filed  11-23-10;  8:45  am] 

BILLING  CODE  67SO-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Health  Resources  and  Services 
Administration 

Agency  Information  Collection 
Activities:  Submission  for  0MB 
Review;  Comment  Request 

Periodically,  the  Health  Resources 
and  Services  Administration  (HRSA) 
publishes  abstracts  of  information 
collection  requests  under  review  by  the 
Office  of  Management  and  Budget 
(OMB),  in  compliance  with  the 
Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  Chapter  35).  To  request  a  copy  of 
the  clearance  requests  submitted  to 
OMB  for  review,  e-iiiail 
paperwork@hrsa.gov  or  call  the  HRSA 
Reports  Clearance  Office  on  (301)  443- 
1129. 

The  following  request  has  been 
submitted  to  the  Office  of  Management 
and  Budget  for  review  under  the 
Paperwork  Reduction  Act  of  1995: 

Proposed  Project:  Nurse  Faculty  Loan 
Program  (NFLP)  Annual  Operating 
Report  (AOR)  Form  (OMB  No.  0915- 
0314) — [REVISION].  This  clearance 
request  is  for  approval  of  the  modified 
online  NFLP-AOR  form  for  grantees  to 
report  annual  NFLP  loan  fund  activity. 
The  Web-based  (online)  version  of  the 
NFLP-AOR  form  was  developed  and 
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integrated  into  the  existing  HRSA 
Electronic  Handbooks  (EHBs) 
Performance  Report  module  in  fiscal 
year  2009.  The  online  NFLP-AOR  form 
will  be  modified  to  collect  additional 
data  from  applicants  that  will  include 
information  on  the  total  number  of 
enrollees,  graduates,  and  graduates 
employed  as  nurse  faculty  by:  (1)  Age 
and  Gender,  (2)  Nursing  Programs,  and 
(3)  Nursing  Degrees.  Under  Title  VIII, 
section  846A  of  the  Public  Health 
Service  Act,  as  amended  by  Public  Law 
111-148,  the  Secretary  of  Health  and 
Human  Services  (HHS)  enters  into  an 
agreement  with  a  school  of  nursing  and 
makes  an  award  to  the  school.  The 
award  is  used  to  establish  a  distinct 
account  for  the  NFLP  loan  fund  at  the 
school.  The  school  of  nursing  makes 
loans  from  the  NFLP  fund  to  students 
enrolled  full-time  or  part-time  in  a 


master’s  or  doctoral  nursing  education 
program  that  will  prepare  them  to 
become  qualified  nursing  faculty. 
Following  graduation  from  the  NFLP 
lending  school,  loan  recipients  may 
receive  up  to  85  percent  NFLP  loan 
cancellation  over  a  consecutive  four- 
year  period  in  exchange  for  service  as 
full-time  faculty  at  a  school  of  nursing. 
The  NFLP  lending  school  collects  any 
portion  of  the  loan  that  is  not  cancelled 
and  any  loans  that  go  into  repayment 
and  deposits  these  monies  into  the 
NFLP  loan  fund  to  make  additional 
NFLP  loans. 

The  school  of  nursing  must  keep 
records  of  all  NFLP  loan  fund 
transactions.  The  NFLP-AOR  is  used  to 
monitor  grantee  performance  by 
collection  of  information  relating  to  the 
NFLP  loan  fund  operations  and 
financial  activities  for  a  specified 


reporting  period  (July  1  through  June  30 
of  the  academic  year).  Participating 
schools  are  required  to  complete  and 
submit  the  NFLP-AOR  annually.  In 
addition  to  the  newly  required  data, 
participating  schools  will  provide  the 
Federal  Government  with  current  and 
cumulative  information  on:  (1)  The 
number  and  amount  of  loans  made,  (2) 
the  number  of  NFLP  loan  recipients  and 
NFLP  graduates,  (3)  the  number  and 
amount  of  loans  collected,  (4)  the 
number  and  amount  of  loans  in 
repayment,  (5)  the  number  of  NFLP 
graduates  employed  as  nurse  faculty, 
and  (6)  NFLP  loan  fund  receipts, 
disbursements  and  other  related  costs. 
The  NFLP  loan  fund  balance  is  used  to 
determine  future  awards  to  the  school. 

The  estimate  of  burden  for  this  form 
is  as  follows: 


Form 

' - 1 

Number  of 
respondents 

Responses  per 
respondent 

; - 1 

Total  responses 

Hours  per 
response 

Total  burden 
hours 

Nurse  Faculty  Loan  Program  Annual  Oper¬ 
ating  Report  4AOR)  . 

150 

1 

1 

150 

8 

1200 

Total  Burden  . 

150 

1 

150 

8 

1200 

Written  comments  and 
recommendations  concerning  the 
proposed  information  collection  should 
be  sent  within  30  days  of  this  notice  to 
the  desk  officer  for  HRSA,  either  by  e- 
mail  to  OlRA_submission@omb.eop. gov 
or  by  fax  to  202-395-6974.  Please  direct 
all-correspondence  to  the  “attention  of 
the  desk  officer  for  HRSA.” 

Dated:  November  17,  2010. 

Robert  Hendricks, 

Director,  Division  of  Policy  and  Information 
Coordination. 

[FR  Doc.  2010-29534  Filed  1 1-23-10;  8:45  am]  . 

BILLING  CODE  416S-15-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Disease  Control  and 
Prevention 

[60  Day-1 1-11  AT] 

Proposed  Data  Collections  Submitted 
for  Public  Comment  and 
Recommendations 

In  compliance  with  the  requirement 
of  section  3506(c)(2)(A)  of  the 
Paperwork  Reduction  Act  of  1995  for 
opportunity  for  public  comment  on 
proposed  data  collection  projects,  the 
Centers  for  Disease  Control  and 
Prevention  (GDC)  will  publish  periodic 
summaries  of  proposed  projects.  To 
request  more  information  on  the 


proposed  project  or  to  obtain  a  copy  of 
the  data  collection  plans  and 
instruments,  call  the  GDC  Reports 
Clearance  Officer  at  404-639-5960  or 
send  comments  to  GDC  Assistant 
Reports  Clearance  Officer,  1600  Clifton 
Road,  MS  D-74,  Atlanta,  GA  30333  or 
send  an  e-mail  to  omb@cdc.gov. 

Comments  are  invited  on:  (a)  Whether 
the  proposed  collection  of  information 
is  necessary  for  the  proper  performance 
of  the  functions  of  the  agency,  including 
whether  the  information  shall  have 
practical  utility;  (b)  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
proposed  collection  of  information;  (c) 
ways  to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  respondents,  including  through  the 
use  of  automated  collection  techniques 
or  other  forms  of  information 
technology.  Written  comments  should 
be  received  withiq  60  days  pf  this 
notice. 

Proposed  Project 

The  National  Hospital  Care  Survey 
(NHCS) — New — National  Center  for 
Health  Statistics  (NCHS),  Centers  for 
Disease  Control  and  Prevention  (GDC). 

Background  and- Brief  Description 

Section  306  of  the  Public  Health 
Service  (PHS)  Act  (42  U.S.C.  242k),  as 
amended,  authorizes  that  the  Secretary 


of  Health  and  Human  Services  (DHHS), 
acting  through  NCHS,  shall  collect 
statistics  on  the  extent  and  nature  of 
illness  and  disability  of  the  population 
of  the  United  States.  This  three-year 
clearance  request  includes  data 
collection  from  hospital  inpatient 
departments;  hospital  ambulatory 
departments  including  emergency 
departments  (ED),  outpatient 
departments  (OPD),  and  ambulatory 
surgery  centers  (ASC);  and  freestanding 
ASCs  of  the  new  National  Hospital  Care 
Survey. 

The  National  Center  for  Health 
Statistics’  (NCHS)  surveys  on  hospital 
care  include  the  National  Hospital 
Discharge  Survey  (NHDS)  (0MB 
No.0920-0212)  and  the  National 
Hospital  Ambulatory  Medical  Care 
Survey  (NHAMCS)  (OMB  No.  0920- 
0234).  NHDS  has,  since  1965,  provided 
critical  information  on  the  utilization  of 
the  nation’s  non-Federal  short-stay 
hospitals  and  on  the  nature  and 
treatment  of  illness  among  the  inpatient 
hospitalized  population.  NHAMCS  has 
provided  data  annually  since  1992 
concerning  the  nation’s  use  of  hospital 
emergency,  and  outpatient  departments, 
and  since  2009  and  2010,  on  hospital 
based  and  free-standing  ambulatory 
surgery  centers,  respectively.  These  data 
have  been  extensively  used  for 
monitoring  changes  and  analyzing  the 
types  of  care  provided  in  the  nation’s 
hospitals.  NCHS  is  planning  to  integrate 
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the  data  collected  from  these  tvk'o 
hospital  surveys  and  freestanding  ASCs 
into  one  survey,  called  the  National 
Hospital  Care  Survey  (NHCS).  This 
integration  will  increase  the  wealth  and 
depth  of  data  on  health  care  utilization 
and  allow  for  linkages  to"  other  data 
sources  such  as  the  National  Death 
Index  and  data  from  Centers  for 
Medicare  and  Medicaid  Services  (CMS). 

A  new  sample  of  500  hospitals  drawn 
for  the  NHCS  will  be  recruited.  Annual 
data  collection  will  begin  by  collecting 
the  electronic  Uniform  Bills  (UB-04s) 
on  inpatients,  along  with  facility  level 
data,  from  recruited  hospitals  for  the 
year  2011  onward.  A  pretest  of  a  survey 
supplement  on  acute  coronary 
syndrome  sponsored  by  the  National 
Heart,  Lung,  and  Blood  Institute  will 
also  be  fielded  in  2011.  Then,  starting  in 
2013,  the  sampled  hospitals  will  be 
asked  to  provide  data  on  the  utilization 
of  health  care  provided  in  their 
emergency  and  outpatient  departments 
(ED  and  OPD)  and  ambulatory  surgery 
centers  (ASCs),  thus  integrating  the 
NHDS  and  NHAMCS  into  NHCS.  A  new 
sample  for  freestanding  ASCs  will  also 
be  recruited  in  2013.  NHCS  will  replace 


NHDS  and  NHAMCS  but  continue  to 
provide  nationally  representative  data 
on  utilization  of  hospital  care  and 
general  purpose  health-care  statistics  on 
inpatient  care  as  well  as  care  delivered 
in  EDs,  OPDs,  and  ASCs. 

Patient  level,  discharge/visit  level, 
and  facility  level  data  items  will  be 
collected  from  the  recruited  hospitals 
and  freestanding  ASCs  in  the  NHCS. 
Patient  level  data  items  will  include 
basic  demographic  information, 
personal  identifiers,  name,  address, 
social  security  number  (if  available), 
and  medical  record  number  (if 
available).  Discharge/visit  level  data 
will  include  admission  and  discharge 
dates,  reason(s)  for  visit,  diagnoses, 
diagnostic  services,  surgical  and  non- 
surgical  procedures,  medications,  and 
disposition.  Facility  level  data  items 
will  include  demographic  information, 
clinical  capabilities,  and  financial 
information. 

The  pretest  of  the  supplement  on 
acute  coronary  syndrome  will  be 
conducted  in  a  convenience  sample  of 
32  hospitals  and  discharges  will  be 
identified  from  the  UB-04  codes  for  a 

Estimated  Annualized  Burden  Hours 


diagnosis  of  acute  myocardial 
infarction. 

Users  of  the  former  NHDS  and 
NHAMCS  data  include,  but  are  not 
limited  to  CDC,  Congressional  Research 
Office,  Office  of  the  Assistant  Secretary 
for  Planning  and  Evaluation  (ASPE), 
American  Health  Care  Association, 
Centers  for  Medicare  &  Medicaid 
Services  (CMS),  Bureau  of  the  Census, 
state  and  local  governments,  and 
nonprofit  organizations.  Data  collected 
through  NHDS  and  NHAMCS  are 
essential  for  evaluating  health  status  of 
the  population,  for  the  planning  of 
•  programs  and  policy  to  elevate  the 
health  status  of  the  Nation,  for  studying 
morbidity  trends,  and  for  research 
activities  in  the  health  held.  NHDS  and 
NHAMCS  data  have  been  used 
extensively  in  the  development  and 
monitoring  of  goals  for  the  Year  2000 
and  2010  Healthy  People  Objectives. 
Other  users  of  these  data  include 
universities,  research  organizations, 
many  in  the  private  sector,  foundations, 
and  a  variety  of  users  in  the  print  media. 
There  is  no  cost  to  respondents  other 
than  their  time  to  participate.  ' 


Respondents 

Form 

Number  of 
responding  \ 
hospitals  1 

Number  of  | 
responses  per  I 
respondent 

Avg.  burden 
per  response 
(in  hours) 

Total  burden 
hours 

r 

HOSPITAL  INPATIENT  COMPONENT 

Hospital  CEO/CFO  . . 

Survey  presentation  to  hospital  . 

167 

1 

1 

167 

Director  of  health  information  man- 

Induction  (including  initial  facility 

167 

1 

4 

668 

agement  (DHIM)  or  health  informa- 

questionnaire). 

* 

tion  technology  (DHIT). 

DHIMorDHIT  . 

Post  induction  annual  facility  ques- 

333 

1 

2 

666 

tionnaire. 

DHIM  or  DHIT  . 

Prepare  and  transmit  UB-04  (2011- 

500 

4  ! 

1 

2,000 

2013). 

1 _ 

_ i 

1 

AMBULATORY  COMPONENT 

Ancillary  Service  Executive  . 

Freestanding  ASC  Induction . 

67 

1 

1.5 

101 

Ancillary  Service  Executive  .: . 

Ambulatory  Unit  Induction  . 

613 

1 

1 

613 

Physician/Registered  Nurse/Medical' 

ED  Patient  Record  form  . 

78 

100 

7/60 

910 

Record  Clerk. 

Physician/Registered  Nurse/Medical 

OPD  Patient  Record  form . 

44 

200 

9/60 

1,320 

Record  Clerk. 

Physician/Registered  Nurse/Medical 

ASC  Patient  Record  Form . 

79 

100 

6/60 

790 

Record  Clerk. 

Medical  Record.Clerk  ...■» . 

Pulling  and  re-filing  Patient  Records 

151 

133 

1/60 

335 

(ED,  OPD,  and  ASC). 

ACUTE  CORONARY  SYNDROME  PRETEST 

Hospital  CEO/CFO  . 

Presentation  at  hospital  . 

11 

1 

1 

11 

DHIMorDHIT  . 

Pulling  medical  records  for  abstrac- 

11 

3 

15/60 

8 

tion. 

Total  . 

' 

7,589 
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Dated:  November  18,  2010. 

Carol  E.  Walker, 

Acting  Reports  Clearance  Officer,  Centers  for 
Disease  Control  and  Prevention. 

(FR  Doc.  2010-29581  Filed  11-23-10;  8:45  am) 
BILLING  CODE  4163-18-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Administration  for  Children  and 
Families 

Submission  for  0MB  Review; 

Comment  Request 

Title:  OCSE-396A:  Child  Support 
Enforcement  Program  Expenditure 
Report:  OCSE-34A:  Child  Support 
Enforcement  Program  Collection  Report. 
OMB  No.:  0970-0181. 

Description:  State  and  Tribal  agencies 
administering  the  Child  Support 
Enforcement  Program  under  Title  IV-D 


of  the  Social  Security  Act  are  required 
to  provide  information  each  fiscal 
quarter  to  the  Office  of  Child  Support 
Enforcement  (OCSE)  concerning 
administrative  expenditures  and  the 
receipt  and  disposition  of  child  support 
payments  from  non-custodial  parents. 
State  title  IV-D  agencies  report  quarterly 
expenditures  and  collections  using 
Forms  OCSE-396A  and  OCSE-34A, 
respectively.  Tribal  title  IV-D  agencies 
report  quarterly  expenditures  using 
Form  SF-269,  as  prescribed  in  program 
regulations,  and  formerly  reported 
quarterly  collections  using  only  a 
modified  version  of  Form  OCSE-34A. 
The  information  collected  on  these 
reporting  forms  is  used  to  compute 
quarterly  grant  awards  to  States  and 
Tribes,  the  annual  incentive  payments 
to  States  and  provides  valuable 
information  on  program  finances.  This 
information  is  also  included  in  a 
published  annual  statistical  and 

Annual  Burden  Estimates 


financial  report,  available  to  the  general 
public. 

In  response  to  an  earlier  Federal 
Register  Notice  (75  FR  10805,  March  9, 
2010),  this  agency  received  insufficient 
comments  to  support  any  substantial 
changes  to  these  forms  at  this  time. 
However,  we  continue  to  discuss 
improvements  to  these  reporting  forms 
with  State  and  Tribal  grantees  and 
anticipate  some  minor  revisioi\s  will  be 
proposed  in  the  near  future.  These 
revisions  will  be  limited  to  any  changes 
that  may  be  necessitated  by  the 
expiration  of  program  requirements 
under  the  “American  Recovery  and 
Reinvestment  Act  of  2009”  (ARRA)  and 
changes  to  reporting  instructions  that 
will  allow  Tribal  grantees  to,  at  least, 
use  the  same  quarterly  collection  report 
submitted  by  State  grantees. 

Respondents:  State  agencies 
administering  the  Child  Support 
Enforcement  Program. 


OCSE-396A 

OCSE-34A 


Instrument 


Number  of 
respondents 


Number  of 
responses  per 
respondent 


Average 
burden  hours 
per  response 


54 

54 


4  !  8 

4  I  12 


Total  burden 
hours 


1,728 

2,592 


Estimated  Total  Annual  Burden 
Hours:  4,320. 

Additional  Information:  Copies  of  the 
proposed  collection  may  be  obtained  by 
writing  to  the  Administration  for 
Children  and  Families,  Office  of 
Administration,  Office  of  Information 
Services,  370  L’Enfant  Promenade,  SW., 
Washington,  DC  20447,  Attn:  ACF 
Reports  Clearance  Officer. 

OMB  Comment:  OMB  is  required  to 
make  a  decision  concerning  the 
collection  of  information  between  30 
and  60  days  after  publication  of  this 
document  in  the  Federal  Register. 
Therefore,  a  comment  is  best  assured  of 
having  its  full  effect  if  OMB  receives  it 
within  30  days  of  publication.  Written 
comments  and  recommendations  for  the 
proposed  information  collection  should 
be  sent  directly  to  the  following: 

Office  of  Management  and  Budget, 
Paperwork  Reduction  Project,  725 
17th  Street,  NW.,  Washington,  DC 
20503,  Attn:  Desk  Officer  for  ACF,  E- 
mail: 

OIRA_SUBMISSION@OMB.EOP.GOV, 
Fax: 202-395-7285. 

Dated;  November  18,  2010. 

Robert  Sargis, 

Reports  Clearance  Officer. 

(FR  Doc.  2010-29565  Filed  11-23-10;  8:45  am] 
BILLING  CODE  41 84-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Administration  for  Children  and 
Families 

Notice  of  Aliotment  Percentages  to 
States  for  Chiid  Weifare  Services  State 
Grants 

agency:  Administration  on  Children, 
Youth  and  Families,  Administration  for 
Children  and  Families,  Department  of 
Health  and  Human  Services. 

ACTION:  Biennial  publication  of 
allotment  percentages  for  States  under  „ 
the  Title  IV-B  subpart  1,  Child  WelfeU"e 
Services  State  Grants  Program  (CFDA 
No.  93.645). 


SUMMARY:  As  required  by  section  423(c) 
of  the  Social  Security  Act  (42  U.S.C. 
623(c)),  the  Department  is  publishing 
the  allotment  percentage  for  each  State 
under  the  Title  IV-B  Subpart  1,  Child 
Welfare  Services  State  Grants  Program. 
Under  section  423(a),  the  allotment 
percentages  are  one  of  the  factors  used 
in  the  computation  of  the  Federal  grants 
awarded  under  the  Program. 

DATES:  Effective  Date:  The  allotment 
percentages  shall  be  effective  for  Fiscal 
Years  2012  and  2013. 


FOR  FURTHER  INFORMATION  CONTACT: 

Deborah  Bell,  Grants  Fiscal  Management 
Specialist,  Office  of  Grants 
Management,  Office  of  Administration, 
Administration  for  Children  and 
Families,  telephone  (202)  401-4611. 
SUPPLEMENTARY  INFORMATION:  The 
allotment  percentage  for  each  State  is 
determined  on  the  basis  of  paragraphs 
(b)  and  (c)  of  section  423  of  the  Act. 
These  figures  are  available  on  the  ACF 
homepage  on  the  internet:  http:// 
www.acf.dhhs.gov/programs/cb/.  The 
allotment  percentage  for  each  State  is  as 
follows: 


State 


Allotment 

percentage 


Alabama . . . 

Alaska  . 

Arizona . 

Arkansas  . 

California . 

Colorado  . 

Connecticut . 

Delaware . 

District  of  Columbia 

Florida . 

Georgia  . 

Hawaii  . 

Idaho . 


54.53 

41.42 

53.58 

56.07 

40.94 

41.93 

23.23 

45.05 

30.00 

46.18 

52.77 

42.88 

55.71 


Illinois 


42. 


Indiana 
Iowa  ... 
Kansas 


53. 

49.11 

46.71 
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State 

Allotment 

percentage 

Kentucky  . 

56.42 

Louisiana  . 

43.37 

Maine  . 

50.80 

Maryland  . 

•  34.70 

Massachusetts . 

31.61 

Michigan  . 

52.76 

Minnesota  . 

42.33 

Mississippi  . . 

58.75 

Missouri  . 

50.92 

Montana . 

52.74 

Nebraska  . 

46.55 

Nevada  . .’ . 

46.27 

New  Hampshire . 

41.36 

New  Jersey . 

30.84 

New  Mexico  . 

55.07 

New  York . 

35.54 

North  Carolina  . 

52.17 

North  Dakota  . i . 

45.79 

Ohio  . 

51.40 

Oklahoma  . . . 

51.22 

Oregon . 

50.56 

Pennsylvania  . 

45.58 

Rhode  Island  . 

43.83 

South  Carolina . 

55.71 

South  Dakota . . 

48.10 

Tennessee  . 

•  52.92 

Texas  . 

47.53 

Utah  . 

56.27 

Vermont  . 

47.13 

Virginia . 

39.82 

Washington . 

41.42 

West  Virginia  . 

57.52 

Wisconsin  . . . 

49.00 

Wyoming . 

34.07 

American  Samoa  . . 

70.00 

Guam  . 

70.00 

N.  Mariana  Islands  . 

70.00 

Puerto  Rico . 

70.00 

Virgin  Islands . 

70.00 

Dated:  November  16,  2010. 

Bryan  Samuels, 

Commissioner,  Administration  on  Children, 
Youth  and  Families. 

[FRDoc.  2010-29662  Filed  11-23-10;  8:45  am] 

BILLING  CODE  P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

I  National  institutes  of  Health 

I 

I  National  Institute  on  Drug  Abuse; 

t  Notice  of  Closed  Meetings 

I  Pursuant  to  section  10(d)  of  the 
I  Federal  Advisory  Committee  Act,  as 
I  amended  (5  U.S.C.  App),  notice  is 
I  hereby  given  of  the  following  meetings. 

I  The  meetings  will  be  closed  to  the 
I  public  in  accordance  with  the 
I  provisions  set  forth  in  sections 
I  552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  contract  proposals  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  materials, 
and  personal  information  concerning 
individuals  associated  with  the  contract 


proposals,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel  E- 
Technology  tools  for  Extending  the  Reach  of 
Prevention  Interventions  in  Rural  and 
Remote  Locations  (5567). 

Date:  November  30,  2010. 

Time:  9  a.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852. 

Contact  Person:  Nadine  Rogers,  Ph.D., 
Scientific  Review  Administrator,  Office  of 
Extramural  Affairs,  National  Institute  on 
Drug  Abuse,  NIH,  DHHS,  Room  220,  MSC 
8401,  6101  Executive  Boulevard,  Bethesda, 
MD  20892-8401.  301-402-2105. 
rogersn2@nida.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel  Video 
Game  Targeting  Relapse  Prevention  in  Youth 
with  Substance  Use  Disorders  (4414). 

Date:  December  3,  2010. 

Time:  9  a.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852. 

Contact  Person:  Nadine  Rogers,  Ph.D., 
Scientific  Review  Administrator,  Office  of 
Extramural  Affairs,  National  Institute  on 
Drug  Abuse,  NIH,  DHHS,  Room  220,  MSC 
8401,  6101  Executive  Boulevard,  Bethesda, 
MD  20892-8401.  301-402-2105. 
rogersn2@nida.nih  .gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.:  93.279,  Drug  Abuse  and 
Addiction  Research  Programs,  National 
Institutes  of  Health,  HHS) 

Dated:  November  18,  2010. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  2010-29652  Filed  11-23-10;  8:45  am] 

BILLING  CODE  41 40-01 -P 


DEPARTMENT  OF  HEALTH  AND 
'  HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Alcohol  Abuse 
and  Alcoholism;  Notice  of  Closed 
Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 


provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  USC, 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  materials, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  on 
Alcohol  Abuse  and  Alcoholism  Special 
Emphasis  Panel  NIAAA — R34  &  T32 
Reviews. 

•  Date:  December  17,  2010. 

Time:  11  a.m.  to  1  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Betijesda,  MD  20892. 
(Telephone  Conference  Call). 

Contact  Person:  Ranga  Srinivas,  Ph.D, 

Chief,  Extramural  Project  Review  Branch, 
EPRB,  National  Institute  on  Alcohol  Abuse 
and  Alcoholism,  National  Institutes  of 
Health,  5635  Fishers  Lane,  Room  2085, 
Bethesda,  MD  20892.  301-451-2067, 
srinivar@mail.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.271,  Alcohol  Research 
Career  Development  Awards  for  Scientists 
and  Clinicians;  93.272,  Alcohol  National 
Research  Seridce  Awards  for  Research 
Training;  93.273,  Alcohol  Research  Programs; 
93.891,  Alcohol  Research  Center  Grants; 
93.701,  ARRA  Related  Biomedical  Research 
and  Research  Support  Awards.,  National 
Institutes  of  Health,  HHS) 

Dated;  November  16,  2010. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  2010-29651  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Alcohol  Abuse 
and  Alcoholism;  Notice  of  Closed 
Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  materials, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 


71712 


Federal  Register/ Vol.  75,  No.  226 /Wednesday,  November  24,  2010 /Notices 


would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National 
Institute  on  Alcohol  Abuse  and 
Alcoholism  Initial  Review  Group; 
Neuroscience  Review  Subcommittee. 
Date:  March  8-9,  2011. 

Time:  8  a.m.  to  6  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Hyatt  Regency  Bethesda,  One 
Bethesda  Metro  Center,  7400  Wisconsin 
Avenue,  Bethesda,  MD  20814. 

Contact  Person:  Beata  Buzas,  PhD, 
Scientific  Review  Officer,  National 
Institute  on  Alcohol  Abuse  and 
Alcoholism,  National  Institutes  of 
Health,  5635  Fishers  Lane,  Room  2081, 
Rockville,  MD  20852,  301-443-0800, 
bbuzas@mail.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.271,  Alcohol  Research 
Career  Development  Awards  for  Scientists 
and  Clinicians;  93.272,  Alcohol  National 
Research  Service  Awards  for  Research 
Training;  93.273,  Alcohol  Research  Programs; 
93.891,  Alcohol  Research  Center  Grants; 
93.701,  ARRA  Related  Biomedical  Research 
and  Research  Support  Awards,  National 
Institutes  of  Health,  HHS) 

Dated:  November  18,  2010. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

|FR  Doc.  2010-29650  Filed  11-23-10;  8:45  am] 

BILLING  CODE  41 40-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  General  Medical 
Sciences;  Notice  of  Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  of 
General  Medical  Sciences  Special  Emphasis 
Panel  Initial  Scientific  Peer  Review  and  Merit 
Evaluation  of  Grant  Applications  for  NIGMS 
MIDAS  Initiative. 

Date:  December  14,  2010. 

Time:  8  a.m.  to  5  p.m. 


Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Bethesda  North  Marriott  Hotel  and 
Conference  Center,  5701  Marinelli  Road, 
Bethesda,  MD  20852. 

Contact  Person:  C.  Craig  Hyde,  PhD, 
Scientific  Review  Officer,  Office  of  Scientific 
Review,  National  Institute  of  General  Medical 
Sciences,  National  Institutes  of  Health,  45 
Center  Drive,  Room  3AN18,  Bethesda,  MD 
20892.  301-435-3825,  ch2v@nih.gov. 
(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.375,  Minority  Biomedical 
Research  Support;  93.821,  Cell  Biology  and 
Biophysics  Research;  93.859,  Pharmacology, 
Physiology,  and  Biological  Chemistry 
Research;  93.862,  Genetics  and 
Developmental  Biology  Research;  93.88, 
Minority  Access  to  Research  Careers;  93.96, 
Special  Minority  Initiatives,  National 
Institutes  of  Health,  HHS) 

Dated:  November  18,  2010. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  2010-29649  Filed  11-23-10;  8:45  am] 

BILLING  CODE  41 40-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Cancer  Institute;  Notice  of 
Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  Appendix  2)  notice 
is  hereby  given  of  the  following 
meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c){4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  purpose  of  this 
meeting  is  to  evaluate  requests  for 
preclinical  development  resources  for 
potential  new  therapeutics  for  the 
treatment  of  cancer.  The  outcome  of  the 
evaluation  will  provide  information  to 
internal  NCI  committees  that  will 
decide  whether  NCI  should  support 
requests  and  make  available  contract 
resources  for  development  of  the 
potential  therapeutic  to  improve  the 
treatment  of  various  forms  of  cancer. 
The  research  proposals  and  the 
discussions  could  disclose  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material  and 
personal  information  concefning 
individuals  associated  with  the 
proposed  research  projects,  the 
disclosure  of  which  would  constitute  a 
clearly  unwarranted  invasion  of 
personal  privacy. 

Name  of  Committee:  National  Cancer 
Institute  Special  Emphasis  Panel;  NCI 
Experimental  Therapeutics  Program  (NExT). 


Date:  January  6,  2011. 

Time:  8:30  a.m.— 4:30  p.m. 

Agenda:  To  evaluate  the  NCI  Experimental 
Therapeutics  Program  Portfolio. 

Place:  Doubletree  Hotel  Bethesda,  8120 
Wisconsin  Avenue,  Bethesda,  MD  20814. 

Contact  Person:  Dr.  Barbara  Mroczkowski, 
Executive  Secretary,  NCI  Experimental 
Therapeutics  Program,  National  Cancer 
Institute,  NIH,  31  Center  Drive,  Room  3A44, 
Bethesda,  MD  20817,  (301)  496-4291, 
mroczkowskib@mail.nih  .gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.392,  Cancer  Construction; 
93.393,  Cancer  Cause  and  Prevention 
Research;  93.394,  Cancer  Detection  and 
Diagnosis  Research;  93.395,  Cancer 
Treatment  Research;  93.396,  Cancer  Biology 
Research;  93.397,  Cancer  Centers  Support; 
93.398,  Cancer  Research  Manpower;  93.399, 
Cancer  Control,  National  Institutes  of  Health, 
HHS) 

Dated:  November  18,  2010. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  2010-29646  Filed  11-23-10;  8:45  am) 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Drug  Abuse;  - 
Notice  of  Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  USC, 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as- patentable  materials, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel;  NIDA 
Cutting-Edge  Basic  Research  Awards 
(CEBRA)  (R21)  Review. 

Date:  December  2,  2010. 

Time:  9  a.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Nr;tional  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852, 
(Virtual  Meeting). 

Contact  Person:  Scott  A  Chen,  PhD, 
Scientific  Review  Administrator,  Office  of 
Extramural  Affairs,  National  Institute  on 
Drug  Abuse,  NIH,  DHHS,  Room  220,  MSC 
8401,  6101  Executive  Blvd.,  Bethesda,  MD 
20892-8401,  301-443-9511, 
chensc@mail.nih.gov. 
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This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.:  93.279,  Drug  Abuse  and 
Addiction  Research  Programs,  National 
Institutes  of  Health,  HHS) 

Dated:  November  18,  2010. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

(FRDoc.  2010-29620  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Cancer  Institute;  Notice  of 
Closed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meetings. 

The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  graiit  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information 'concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  glearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Cancer 
Institute  Special  Emphasis  Panel,  Basic  and 
Translational  Molecular  Oncology. 

Dote:  January  24-26,  2011. 

Time:  5  p.m.  to  10  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Bethesda  North  Marriott  Hotel  & 
Conference  Center,  5701  Marinelli  Road, 
Bethesda,  MD  20852. 

Contact  Person:  David  G.  Ransom,  PhD, 
Scientific  Review  Officer,  Research  Programs 
Review  Branch,  Division  of  Extramural 
Activities,  National  Cancer  Institute,  NIH, 
6116  Executive  Blvd.,  Rm.  8133,  Bethesda, 
MD  20892-8328,  301-451-4757, 
david.ransom@nih.gov. 

Name  of  Committee:  National  Cancer 
Institute  Special  Emphasis  Panel,  Discovery 
and  Imaging. 

Dote;  January  24-26,  2011. 

Time:  5  p.m.  to  10  p.m. 

^  Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Bethesda  North  Marriott  Hotel  & 
Conference  Center,  Montgomery  County 
Conference  Center  Facility,  5701  Marinelli 
Road,  North  Bethesda,  MD  20852. 

Contact  Person:  Peter  J.  Wirth,  PhD, 
Scientific  Review  Officer,  Research  Programs 
Review  Branch,  Division  of  Extramural 


Activities,  National  Cancer  Institute,  NIH, 
6116  Executive  Blvd.,  Room  8129,  Bethesda, 
MD  20892-8328,  301-496-7565, 
pw2q@nih.gov. 

Name  of  Committee:  National  Cancer 
Institute  Special  Emphasis  Panel,  Cancer 
Epidemiology,  Prevention  and  Population 
Studies. 

Date;  January  24-26,  2011. 

Time:  5  p.m.  to  10  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Bethesda  North  Marriott  Hotel  & 
Conference  Center,  5701  Marinelli  Road, 
Bethesda,  MD  20852. 

Name  of  Committee:  Michael  B.  Small, 
PhD,  Scientific  Review  Officer,  Division  of 
Extramural  Activities,  National  Cancer 
Institute,  National  Institutes  of  Health,  6116 
Executive  Blvd.,  Room  8127,  Bethesda,  MD 
20892-8328,  301-402-0996, 
smallm@mail.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.392,  Cancer  Construction; 
93.393,  Cancer  Cause  and  Prevention 
Research;  93.394,  Cancer  Detection  and 
Diagnosis  Research;  93. 395, ‘Cancer 
Treatment  Research;  93.396,  Cancer  Biology 
Research;  93.397,  Cancer  Centers  Support; 
93.398,  Cancer  Research  Manpower;  93.399, 
Cancer  Control,  National  Institutes  of  Health, 
HHS) 

Dated:  November  18,  2010. 

Jennifer  S.  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FRDoc.  2010-29619  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  General  Medical 
Sciences;  Notice  of  Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  apd  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  of 
General  Medical  Sciences  Special  Emphasis 
Panel;  K99  Pathway  to  Independence. 

Date:  December  17,  2010. 

Time:  8  a.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 


Place:  Bethesda  North  Marriott  Hotel  and 
Conference  Center,  5701  Marinelli  Road, 
Bethesda,  MD  20852. 

Contact  Person:  Meredith  D.  Temple- 
O’Connor,  PhD,  Scientific  Review  Officer, 
Office  of  Scientific  Review,  National  Institute 
of  General  Medical  Sciences,  National 
Institutes  of  Health,  45  Center  Drive,  Room 
3AN12C,  Bethesda,  MD  20892,  301-594- 
2772,  templeocm@mail.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.375,  Minority  Biomedical 
Research  Support;  93.821,  Cell  Biology  and 
Biophysics  Research;  93.859,  Pharmacology, 
Physiology,  and  Biological  Chemistry 
Research;  93.862,  Genetics  and 
Developmental  Biology  Research;  93.88, 
Minority  Access  to  Research  Careers;  93.96, 
Special  Minority  Initiatives,  National 
Institutes  of  Health,  HHS) 

Dated;  November  18,  2010. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  2010-29618  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Mental  Health; 
Amended  Notice  of  Meeting 

Notice  is  hereby  given  of  a  change  of 
the  Interagency  Autism  Coordinating 
Committee  (lACC)  Subcommittee  on 
Safety  meeting  on  November  29,  2010, 

9  a.m.  to  12  p.m.,  at  the  Neuroscience 
Center,  6001  Executive  Boulevard, 
Conference  Room  B1/B2,  Roclcville,  MD 
20852,  which  was  published  in  the 
Federal  Register  on  November  10,  2010, 
75  FR  69091. 

The  meeting  will  be  a  teleconference 
with  no  in-person  meeting  as  originally 
advertised.  The  conference  call  will  be 
open  to  the  public  and  accessible 
through  a  conference  call  phone 
number.  The  call  will  be  held  from  10 
a.m.  to  12  p.m.  The  call  is  subject  to 
change  and  could  end  earlier. 

Dated:  November  18,  2010. 

Jennifer  S.  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  2010-29616  Filed  11-23-10;  8;45  am] 

BILLING  CODE  4140-01-P 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Mental  Health; 
Notice  of  Meeting 

Pursuant  to  section  10(a)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  a  meeting  of  the 
Interagency  Autism  Coordinating 
Committee  (lACC)  Subcommittee  for 
Planning  the  Annual  Strategic  Plan 
Updating  Process. 

The  purpose  of  the  Subcommittee 
meeting  is  to  discuss  the  updating  of  the 
lACC  Strategic  Plan  for  Autism 
Spectrum  Disorder  Research.  The 
meeting  will  be  open  to  the  public  and 
will  also  be  accessible  by  webinar  and 
conference  call. 

Name  of  Committee:  Interagency  Autism 
Coordinating  Committee  (lACC).  * 

Type  of  meeting:  Subcommittee  for 
Planning  the  Annual  Strategic  Plan  Updating 
Process. 

Date:  December  3,  2010. 

Time:  10  a.m.  to  4  p.m.  Eastern  Time. 

Agenda:  To  discuss  the  updating  of  the 
lACC  Strategic  Plan  for  ASD  Research. 

P/ace:  The  Bethesda  Marriott,  5151  Pooks 
Hill  Road,  Bethesda,  MD  20814. 

Conference  Call:  DiaP.  888-577-8995, 
Access  code:  1991506. 

Cost:  The  meeting  is  free  and  open  to. the 
public. 

Webinar  Access:  https:// 
w^\'w2.gotomeeting.com/register/687738010. 

Registration:  http:// 

www.acclaroresearch.com/oarc/ 1 2-03-1 0. 

Pre-registration  is  recommended  to 
expedite  check-in.  Seating  in  the  meeting 
room  is  limited  to  room  capacity  and  on  a 
first  come,  first  served  basis. 

Access:  Medical  Center  Metro  (Red  Line) — 

1 V2  miles  from  hotel. 

Contact  Person:  Ms.  Lina  Perez,  Office  of 
Autism  Research  Coordination,  National 
Institute  of  Mental  Health,  NIH,  6001 
Executive  Boulevard,  NSC,  Room  8185a, 
Rockville,  MD  20852,  Phone:  (301)  443-6040, 
E-mail:  IACCPubIicInquiries@maiI.nih.gov. 

Please  Note:  The  meeting  will  be  open  to 
the  public  and  accessible  by  Webinar  and 
conference  call.  Members  of  the  public  who 
participate  using  the  conference  call  phone 
number  will  be  able  to  listen  to  the  meeting 
but  will  not  be  heard.  If  you  experience  any 
technical  problems  with  the  conference  call, 
please  e-mail 

lACCT echSupport@accIaroresearch.com. 

If  you  experience  any  technical  problems 
with  the  Web  presentation  tool,  please 
contact  GoToWebinar  at  (800)  263-6317.  To 
access  the  Web  presentation  tool  on  the 
Internet  the  following  computer  capabilities 
are  required:  (A)  Internet  Explorer  5.0  or 
later,  Netscape  Navigator  6.0  or  later  or 
Mozilla  Firefox  1.0  or  later;  (B)  Windows® 

•  2000,  XP  Home,  XP  Pro,  2003  Server  or  Vista; 
(C)  Stable  56k,  cable  modem,  ISDN,  DSL  or 
better  Internet  connection;  (D)  Minimum  of 


Pentium  400  with  256  MB  of  RAM 
(Recommended);  (E)  Java  Virtual  Machine 
enabled  (Recommended). 

Individuals  who  participate  in  person  or  by 
using  these  electronic  services  and  who  need 
special  assistance,  such  as  captioning  of  the 
conference  call  or  other  reasonable 
accommodations,  should  submit  a  request  to 
the  Contact  Person  listed  on  this  notice  at 
least  7  days  prior  to  the  meeting. 

As  a  part  of  security  procedures,  attendees 
should  be  prepared  to  present  a  photo  ID  at 
the  meeting  registration  desk  during  the 
check-in  process.  Pre-registration  is 
recommended.  Seating  will  be  limited  to  the 
room  capacity  and  seats  will  be  on  a  first 
come,  first  served  basis,  with  expedited 
check-in  for  those  who  are  pre-registered. 
Please  note:  Online  pre-registration  will  close 
by  5  p.m.  Eastern  Time  the  day  before  the 
meeting.  After  that  time,  registration  will 
have  to  be  done  onsite  the  day  of  the 
meeting. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  urgency 
to  prepare  the  update  for  the  Strategic  Plan. 

Schedule  is  subject  to  change. 

Information  about  the  lACC  is  available  on 
the  Web  site:  http://www.iacc.hhs.gov. 

Dated:  November  18,  2010. 

Jennifer  S.  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  2010-29615  Filed  11-23-10;  8:45  am) 

BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

Statement  of  Organization,  Functions, 
and  Delegations  of  Authority 

This  notice  amends  Part  F,  Section 
F.70  (Order  of  Succession)  of  the 
Statement  of  Organization,  Functions, 
and  Delegations  of  Authority  of  the 
Department  of  Health  and  Human 
Services  (HHS),  Centers  for  Medicare  & 
Medicaid  Service  (CMS),  70  FR  42331, 
dated  July  22,  2005,  which  is  rescinded 
and  replaced  by  the  following; 

Orders  of  Succession 

1.  During  any  period  when  the 
Administrator,  Centers  for  Medicare  & 
Medicaid  Services  (CMS)  has  died, 
resigned,  or  otherwise  becomes  unable 
to  perform  the  functions  and  duties  in 
the  Office  of  the  Administrator,  CMS, 
the  following  officers,  in  the  Order  of 
Succession  listed  below,  shall  act  for 
and  perform  the  functions  and  duties  of 
the  Office  of  the  Administrator,  CMS, 
until  such  time  as:  The  Administrator, 
CMS,  again  becomes  available;  a 
permanent  successor  is  appointed  by 
the  President  and  confirmed  by 


Congress;  or  the  temporary  successor  is 
otherwise  relieved: 

a.  Principal  Deputy  Administrator  and 
Chief  Operating  Officer. 

b.  Deputy  Administrator  and  Director, 
Center  for  Medicare. 

c.  Deputy  Administrator  and  Director, 
Center  for  Medicaid,  CHIP  and  Survey 
&  Certification. 

d.  Chief  of  Staff. 

e.  Deputy  Chief  Operating  Officer. 

2.  During  any  period  when  there  is  no 
eligible  officer  available  or  capable  of 
performing  responsibilities  in  the  Office 
of  the  Administrator,  CMS,  pursuant  to 
the  officers  listed  in  l.a.  through  l.e. 
above,  the  following  positions  in  CMS, 
in  the  Order  of  Succession  listed  below, 
shall  act  and  perform  the  functions  and 
duties  inherent  in  the  Emergency 
Operations  Executive  (EOE)  in  the  event 
of  an  emergency  situation: 

a.  Consortium  Administrator, 
Consortium  for  Quality  Improvement 
and  Survey  &  Certification  Operations. 

b.  Consortium  Administrator, 
Consortium  for  Financial  Management 
and  Fee  For  Service  Operations. 

c.  Consortium  Administrator, 
Consortium  for  Medicaid  and  Children’s 
Health  Operations. 

d.  Consortium  Administrator, 
Consortium  for  Medicare  Health  Plans 
Operations. 

The  authority  to  act  as  the 
Administrator,  CMS,  must  be  exercised 
in  accordance  with  the  provisions  of  the 
Federal  Vacancies  Reform  Act  of  1998 
(“the  Vacancies  Act”),  5  U.S.C.  Section 
3345  et  seq.  The  “Acting”  title  is 
applicable  and  reserved  only  in 
instances  in  which  the  Administrator, 
CMS,  position  is  vacant.  In  accordance 
with  the  Vacancies  Act,  the  Principal 
Deputy  Administrator  and  Chief 
Operating  Officer  is  herein  designated 
as  the  first  assistant  for  CMS. 

During  a  planned  absence,  the 
Administrator,  CMS,  may  designate  an 
individual  to  serve  as  “operationally  in 
charge.”  If  an  individual  is  serving  in  an 
“operationally  in  charge”  capacity,  he  or 
she  is  not  eligible  for  any  delegated 
authority  under  these  Orders  of 
Succession  unless  he  or  she  was 
designated  as  a  delegatee  by  the 
Administrator,  CMS. 

The  two  Orders  of  Succession  listed 
in  this  notice  are  limited  to  the  duties 
and  responsibilities  of  only  the  officers 
and  positions.  Number  1  can  only  be 
exercised  in  order  to  accomplish  the 
goals  of  maintaining  the  agency’s 
essential  functions.  Number  2  can  only 
be  exercised  to  restore  the  agency’s 
normal  business  functions  under  the 
CMS  Continuity  of  Operations  Plan. 

The  EOE  is  responsible  for  notifying 
the  Secretary,  HHS  and  any  available 
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CMS  leadership  that  the  EOE  has 
assumed  responsibility. 

I,  or  my  successor  retain  the  authority 
to  change,  amend,  or  re-delegate  this 
notice. 

The  two  Orders  of  Succession  listed 
in  this  notice  remain  in  effect  and  will 
be  revised  accordingly  as  positions  or 
nomenclature  change  in  CMS. 

This  notice  only  applies  to  periods 
when  the  Administrator,  CMS,  or  his  or 
her  successor  are  not  available  to 
perform  the  duties  and  responsibilities 
contained  in  the  two  Orders  of 
Succession. 

This  notice  is  effective  upon  date  of 
signature. 

'  Dated:  November  9,  2010. 

Donald  M.  Berwick, 

Administrator. 

(FR  Doc.  2010-29555  Filed  11-23-10;  8:45  am] 

BILLING  CODE  41 20-01 -P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Customs  and  Border  Protection 

Accreditation  and  Approval  of  Saybolt 
LP,  as  a  Commercial  Gauger  and 
Laboratory 

AGENCY:  U.S.  Customs  and  Border 
Protection,  Department  of  Homeland 
Security. 

ACTION:  Notice  of  accreditation  and 
approval  of  Saybolt  LP,  as  a  commercial . 
gauger  and  laboratory. 

SUMMARY:  Notice  is  hereby  given  that, 
pursuant  to  19  CFR  151.12  and  19  CFR 

151.13,  Saybolt  LP,  3915  Saw  Mill  Run 
Blvd.,  Pittsburgh,  PA  15227,  has  been 
approved  to  gauge  and  accredited  to  test 
petroleum  and  petroleum  products  for 
customs  purposes,  in’accordance  with 
the  provisions  of  19  CFR  151.12  and  19 
CFR  151.13.  Anyone  wishing  to  employ 
this  entity  to  conduct  laboratory 
analyses  and  gauger  services  should 
request  and  receive  written  assurances 
from  the  entity  that  it  is  accredited  or 
approved  by  the  U.S.  Customs  and 
Border  Protection  to  conduct  the 
specific  test  or  gauger  service  requested. 
Alternatively,  inquires  regarding  the 
specific  test  or  gauger  service  this  entity 
is  accredited  or  approved  to  perform 
may  be  directed  to  the  U.S.  Customs  and 
Border  Protection  by  calling-(202)  344- 
1060.  The  inquiry  may  also  be  sent  to 
cbp.labhq@dhs.gov.  Please  reference  the 
Web  site  listed  below  for  a  complete 
listing  of  CBP  approved  gaugers  and 
accredited  laboratories. 

h  ttp://cbp  .gov/xp/cgov/ im  port/ 
operations_support/labs_scientific_svcs/ 
comm  erci  al_ga  ugers/. 


DATES:  The  accreditation  and  approval 
of  Saybolt  LP,  as  commercial  gauger  and 
laboratory  became  effective  on  August 
12,  2010.  The  next  triennial  inspection 
date  will  be  scheduled  for  August  2013. 
FOR  FURTHER  INFORMATION  CONTACT: 
Anthony  Malana,  Laboratories  and 
Scientific  Services,  U.S.  Customs  and 
Border  Protection,  1300  Pennsylvania 
Avenue,  NW.,  Suite  1500N, 

Washington,  DC  20229,  202-344-1060.' 

Dated:  November  16,  2010. 

Ira  S.  Rffese, 

ExecutivaDirector,  Laboratories  and 
Scientific  Services. 

[FR  Doc.  2010-29679  Filed  11-23-10;  8:45  am] 

BILLING  CODE  9111-14-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

U.S.  Customs  and  Border  Protection 

Accreditation  and  Approval  of  Amspec 
Services  LLC,  as  a  Commerciai  Gauger 
and  Laboratory 

AGENCY:  U.S.  Customs  and  Border 
Protection,  Department  of  Homeland 
Security. 

ACTION:  Notice  of  accreditation  and 
approval  of  AmSpec  Services  LLC,  as  a 
commercial  gauger  and  laboratory. 

SUMMARY:  Notice  is  hereby  given  that, 
pursuant  to  19  CFR  151.12  and  19  CFR 

151.13,  AmSpec  Services  LLC,  1818  A 
Federal  Road,  Galena  Park,  TX  77015, 
has  been  approved  to  gauge  and 
accredited  to  test  petroleum  and 
petroleum  products  for  customs 
purposes,  in  accordance  with  the 
provisions  of  19  CFR  151.12  and  19  CFR 

151.13.  Anyone  wishing  to  employ  this 
entity  to  conduct  laboratory  analyses 
and  gauger  services  should  request  and 
receive  written  assurances  from  the 
entity  that  it  is  accredited  or  approved 
by  the  U.S.  Customs  and  Border 
Protection  to  conduct  the  specific  test  or 
gauger  service  requested.  Alternatively, 
inquires  regarding  the  specific  test  or 
gauger  service  this  entity  is  accredited 
or  approved  to  perform  may  be  directed 
to  the  U.S.  Customs  and  Border 
Protection  by  calling  (202)  344-1060. 

The  inquiry  may  also  be  sent  to 
cbp.labhq@dhs.gov.  Please  reference  the 
Web  site  listed  below  for  a  complete 
listing  of  CBP  approved  gaugers  and 
accredited  laboratories. 

http://cbp.gov/xp/cgov/import/ 
operations_support/Iabs_scientific_svcs/ 
commercial_gaugers/ . 

DATES:  The  accreditation  and  approval 
of  Amspec  Services  LLC,  as  commercial 
gauger  and  laboratory  became  effective 
on  July  23,  2010.  The  next  triennial 


inspection  date  will  be  scheduled  for 
July  2013. 

FOR  FURTHER  INFORMATION  CONTACT: 

Anthony  Malana,  Laboratories  and 
Scientific  Services,  U.S.  Cmstoms  and 
Border  Protection,  1300  Pennsylvania 
Avenue,  NW.,  Suite  1500N, 

Washington,  DC  20229,  202-344-1060. 

Dated:  November  16,  2010. 

Ira  S.  Reese, 

Executive  Director,  Laboratories  and 
Scientific  Services. 

[FR  Doc.  2010-29677  Filed  11-23-10:  8:45  am] 

BILLING  CODE  9111-14-P 

DEPARTMENT  OF  HOMELAND 
SECURITY 

U.S.  Customs  and  Border  Protection 

Accreditation  and  Approval  of  SGS 
North  America,  Inc.,  as  a  Commercial 
Gauger  and  Laboratory 

agency:  U.S.  Customs  and  Border 
Protection,  Department  of  Homeland 
Security. 

ACTION:  Notice  of  accreditation  and 
approval  of  SGS  North  America,  Inc.,  as 
a  commercial  gauger  and  laboratory. 

SUMMARY:  Notice  is  hereby  given  that, 
pursuant  to  19  CFR  151.12  and  19  CFR 

151.13,  SGS  North  America,  Inc.,  8985 
Columbia  Road,  Port  Canaveral,  FL 
32920,  has  been  approved  to  gauge  and 
accredited  to  test  petroleum  and 
petroleum  products  for  customs 
purposes,  in  accordance  with  the 
provisions  of  19  CFR  151.12  and  19  CFR 

151.13.  Anyone  wishing  to  employ  this 
entity  to  conduct  laboratory  analyses 
and  gauger  services  should  request  and 
receive  written  assurances  from  the 
entity  that  it  is  accredited  or  approved 
by  the  U.S.  Customs  and  Border 
Protection  to  conduct  the  specific  test  or 
gauger  service  requested.  Alternatively, 
inquires  regarding  the  specific  test  or 
gauger  service  this  entity  is  accredited 
or  approved  to  perform  may  be  directed 
to  the  U.S.  Customs  and  Border 
Protection  by  calling  (202)  344-1060. 
The  inquiry  may  also  be  sent  to 
cbp.Iabhq@dhs.gov.  Please  reference  the 
Web  site  listed  below  for  a  complete 
listing  of  CBP  approved  gaugers  and 
accredited  laboratories. 

http  ://ch  p  .gov/xp/cgov/iniport/ 
operationsjsupport/labs_scientificjsvcs/ 
commercial_gaugers/ . 

DATES:  The  accreditation  and  approval 
of  SGS  North  America,  Inc.,  as 
commercial  gauger  and  laboratory 
became  effective  on  September  09,  2010. 
The  next  triennial  inspection  date  will 
be  scheduled  for  September  2013. 
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FOR  FURTHER  INFORMATION  CONTACT; 

Anthony  Malana,  Laboratories  and 
Scientific  Services,  U.S.  Customs  and 
Border  Protection,  1300  Pennsylvania 
Avenue,  NW.,  Suite  1500N, 
Washington,  DC  20229,  202-344-1060. 

Dated:  November  16,  2010. 

Ira  S.  Reese. 

Executive  Director,  Laboratories  and 
Scientific  Services. 

|FR  Doc.  2010-29680  Filed  11-23-10;  8:45  am] 

BILUNG  CODE  9111-14-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

U.S.  Customs'and  Border  Protection 

Accreditation  and  Approval  of  SGS 
North  America,  Inc.,  as  a  Commercial 
Gauger  and  Laboratory 

AGENCY:  U.S.  Customs  and  Border 
Protection,  Department  of  Homeland 
Security. 

ACTION:  Notice  of  accreditation  and 
approval  of  SGS  North  America,  Inc.,  as 
a  commercial  gauger  and  laboratory. 

SUMMARY:  Notice  is  hereby  given  that, 
pursuant  to  19  CFR  151.12  and  19  CFR 

151.13,  SGS  North  America,  Inc.,  1100 
SE.  24th  Street,  Fort  Lauderdale,  FL 
33316,  has  been  approved  to  gauge  and 
accredited  to  test  petroleum  and 
petroleum  products  for  customs 
purposes,  in  accordance  with  the 
provisions  of  19  CFR  151.12  and  19  CFR- 

151.13.  Anyone  wishing  to  employ  this 
entity  to  conduct  laboratory  analyses 
and  gauger  services  should  request  and 
receive  written  assurances  from  the 
entity  that  it  is  accredited  or  approved 
by  the  U.S.  Customs  and  Border 
Protection  to  conduct  the  specific  test  or 
gauger  service  requested.  Alternatively, 
inquiries  regarding  the  specific  test  or 
gauger  service  this  entity  is  accredited 
or  approved  to  perform  may  be  directed 
to  the  U.S.  Customs  and  Border 
Protection  by  calling  (202)  344-1060. 
The  inquiry  may  also  be  sent  to 
cbp.labhq@dhs.gov.  Please  reference  the 
Web  site  listed  below  for  a  complete 
listing  of  CBP  approved  gaugers  and 
accredited  laboratories. 

h  ttp :/ /cbp.gov/xp/cgov/im  port/ 
operationsjsupport/ 
labsjscientific_svcs/ 
commerciaI_gaugers/ 

DATES:  The  accreditation  and  approval 
of  SGS  North  America,  Inc.,  as 
commercial  gauger  and  laboratory 
became  effective  on  August  25,  2010. 
The  next  triennial  inspection  date  will 
be  scheduled  for  August  2013. 


FOR  FURTHER  INFORMATION  CONTACT: 

Anthony  Malana,  Laboratories  and 
Scientific  Services,  U.S.  Customs  and 
Border  Protection,  1300  Pennsylvania 
Avenue,  NW.,  Suite  1500N, 
Washington,  DC  20229,  202-344-1060. 

Dated:  November  16,  2010. 

Ira  S.  Reese, 

Executive  Director,  Laboratories  and 
Scientific  Services. 

(FR  Doc.  2010-29678  Filed  11-23-10;  8:45  am]  ' 

BILLING  CODE  9111-14-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Federal  Emergency  Management 
Agency 

[Docket  ID  FEMA-201 0-0059] 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request,  OMB  No.  1660- 
0004;  Application  for  Participation  in 
the  National  Flood  lnsur^nce  Program 
(NFIP) 

agency:  Federal  Emergency 
Management  Agency,  DHS. 

ACTION:  Notice;  60-day  notice  and 
request  for  comments;  revision  of  a 
currently  approved  information 
collection;  OMB  No.  1660—0004;  FEMA 
Form  086-0-30  (currently  FEMA  Form 
81-64),  Application  for  Participation  in 
the  National  Flood  Insurance  Program. 

SUMMARY:  The  Federal  Emergency 
Management  Agency,  as  part  of  its 
continuing  effort  to  reduce  paperwork 
and  respondent  burden,  invites  the 
general  public  and  other  Federal 
agencies  to  take  this  opportunity  to 
comment  on  a  proposed  revision  of  a 
currently  approved  information 
collection.  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995,  this 
Notice  seeks  comments  concerning  the 
collection  of  information  necessary  to 
allow  communities  to  apply  for 
participation  in  the  National  Flood 
Insurance  Program  (NFIP). 

DATES:  Comments  must  be  submitted  on 
or  before  January  24,  2011. 

ADDRESSES:  To  avoid  duplicate 
submissions  to  the  docket,  please  use 
only  one  of  the  following  means  to 
submit  comments: 

(1)  Online.  Submit  comments  at 
http://www.reguIations.gov  under 
Docket  ID  FEMA-2010-0059.  Follow 
the  instructions  for  submitting 
comments. 

(2)  Mail.  Submit  written  comments  to 
Docket  Manager,  Office  of  Chief 
Counsel,  DHS/FEMA,  500  C  Street,  SW., 


Room  835,  Washington,  DC  20472- 
3100. 

(3)  Facsimile.  Submit  comments  to 
(703)  483-2999. 

(4)  E-mail.  Submit  comments  to 
FEMA-POLICY@dhs.gov.  Include  Docket 
ID  FEMA-2010-0059  in  the  subject  line. 

All  submissions  received  must 
include  the  agency  name  and  Docket  ID. 
Regardless  of  the  method  used  for 
submitting  comments  or  material,  all 
submissions  will  be  posted,  without 
change,  to  the  Federal  eRulemaking 
Portal  at  http://www.regulations.gov, 
and  will  include  any  personal 
information  you  provide.  Therefore, 
submitting  this  information  makes  it 
public.  You  may  wish  to  read  the 
Privacy  Act  notice  that  is  available  via 
the  link  in  the  footer  of  http:// 
www.regulations.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 

Patricia  Suber,  FEMA  Risk  Insurance 
Division,  at  (202)  646-4149.  You  may 
contact  the  Records  Management 
Division  for  copies  of  the  proposed 
collection  of  information  at  facsimile 
number  (202)  646-3347  or  e-mail 
address :  FEMA  -Informa  tion -Collections- 
Management@dhs.gov. 

SUPPLEMENTARY  INFORMATION:  The 
National  Flood  Insurance  Program 
(NFIP)  codified  at  42  U.S.C.  4001,  et 
seq.,  is  authorized  by  Public  Law  90- 
448  (1968)  and  expanded  by  Public  Law 
93-234  (1973).  Section  201  of  the  Flood 
-Disaster  Protection  Act  of  1973  requires 
all  flood  prone  communities  throughout 
the  country  to  apply  for  participation 
one  year  after  their  flood  prone 
identification  or  submit  to  the 
prphibition  of  certain  types  of  Federal 
and  federally-related  financial 
assistance  for  use  in  their  floodplains. 
Title  44  CFR  59.22  identifies  the 
information  required  for  this 
application. 

Collection  of  Information 

Title:  Application  for  Participation  in 
the  National  Flood  Insurance  Program 
(NFIP). 

Type  of  Information  Collection: 
Revision  of  a  currently  approved 
information  collection. 

OMB  Number:  1660-0004. 

Form  Titles  and  Numbers:  FEMA 
Form  086-0-30  (currently  FEMA  Form 
81-64),  Application  for  Participation  in 
the  Natiocaf  Flood  Insurance  Program. 

Abstract:  The  National  Flood 
Insurance  Program  (NFIP)  provides 
flood  insurance  to  the  communities  that 
apply  for  participation  and  make  a 
commitment  to  adopt  and  enforce  land 
use  control  measures  that  are  to  protect 
development  from  future  flood  damages. 
The  application  form  will  enable  FEMA 
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to  continue  to  rapidly  process  new  •  protection  to  the  residents  in  Estimated  Total  Annual  Burden 

community  applications  and  to  thereby  communities.  Hours:  948  hours, 

more  quickly  provide  flood  insurance  Affected  Public:  State,  local  or  Tribal 

Government. 


Estimated  Annualized  Burden  Hours  and  Costs 


Type  of  respondent 

Form  name/ 
form  No. 

- 1 

Number  of 
respondents 

Number  of 
responses 
per 

respondent 

Total 

number  of 
responses 

Avg.  burden 
per 

response 
(in  hours) 

Total  annual 
burden 
(in  hours) 

Avg. 
hourly 
wage  rate 

Total  annual 
respondent 
cost 

State,  local  or  Tribal 
Government. 

FEMA  Form  086-0- 
30/ Application  for 
Participation  in 
the  National  Flood 
Insurance  Pro¬ 
gram  and  Sup¬ 
porting  Docu-  ■ 
mentation. 

237 

1 

237 

4 

948 

$44.74 

t 

I 

I 

! 

$42,414 

Total  . 

237 

237 

948 

42,414 

Estimated  Cost:  There  is  no  annual 
capital,  start-up,  operations  or 
maintenance  cost  associated  with  this 
collection. 

Comments 

Comments  may  be  submitted  as 
indicated  in  the  ADDRESSES  caption 
above.  Comments  are  solicited  to  (a) 
evaluate  whether  the  proposed  data 
collection  is  necessary  for  the  proper 
performance  of  the  agency,  including 
whether  the  information  shall  have 
practical  utility;  (b)  evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information,  including  the  validity  of 
the  methodology  and  assumptions  used; 
(c)  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (d)  minimize  the  burden 
of  the  collection  of  information  on  those 
who  are  to  respond,  ihcluding  through 
the  use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 

Dated:  November  16,  2010. 

Lesia  M.  Banks, 

Director,  Records  Management  Division, 
Mission  Support  Bureau,  Federal  Emergency 
Management  Agency,  Department  of 
Homeland  Security. 

[FR  Doc.  2010-29567  Filed  11-23-10;  8:45  am] 

BILLING  CODE  9110-12«P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

U.S.  Customs  and  Border  Protection 

Agency  Information  Collection 
Activities:  Commercial  Invoice 

AGENCY:  U.S.  Customs  and  Border 
Protection,  Department  of  Homeland 
Security. 

ACTION:  30-Day  notice  and  request  for 
comments;  Extension  of  an  existing 
information  collection:  1651-0090. 

SUMMARY:  U.S.  Customs  and  Border 
Protection  (CBP)  of  the  Department  of 
Homeland  Security  will  be  submitting 
the  following  information  collection 
request  to  the  Office  of  Management  and 
Budget  (OMB)  for  review  and  approval 
in  accordance  with  the  Paperwork 
Reduction  Act;  Commercial  Invoice. 

This  is  a  proposed  extension  of  an 
information  collection  that  was 
previously  approved.  CBP  is  proposing 
that  this  information  collection  be 
extended  with  a  change  to  the  burden 
hours.  This  document  is  published  to 
obtain  coihments  from  the  public  and 
affected  agencies.  This  proposed 
information  collection  was  previously 
published  In  the  Federal  Register  (75 
FR  57480)  on  September  21,  2010, 
allowing  for  a  60-day  comment  period. 
This  notice  allows  for  an  additional  30 
days  for  public  comments.  This  process 
is  conducted  in  accordance  with  5  CFR 
1320.10. 

DATES:  Written  comments  should  be 
received  on  or  before  December  27, 

2010. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  written  comments  on 
this  proposed  information  collection  to 
the  Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 


Budget.  Comments  should  be  addressed 
to  the  OMB  Desk  Officer  for  Customs 
and  Border  Protection,  Department  of 
Homeland  Security,  and  sent  via 
electronic  mail  to 

oira_submission@omb.eop.gov  or  faxed 
to  (202)  395-5806. 

SUPPLEMENTARY  INFORMATION:  U.S. 
Customs  and  Border  Protection  (CBP) 
encourages  the  general  public  and 
affected  Federal  agencies  to  submit 
written  comments  and  suggestions  on 
proposed  and/or  continuing  information 
collection  requests  pursuant  to  the 
Paperwork  Reduction  Act  (Pub.  L.104- 
13).  Your  comments  should  address  one 
of  the  following  four  points: 

(1)  Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency/component, 
including  whether  the  information  will 
have  practical  utility; 

(2)  Evaluate  the  accuracy  of  the 
agencies/components  estimate  of  the 
burden  of  the  proposed  collection  of 
information,  including  the  validity  of 
the  methodology  and  assumptions  used; 

(3)  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and 

(4)  Minimize  the  burden  of  the 
collections  of  information  on  those  who 
are  to  respond,  including  the  use  of 
appropriate  automated,  electronic, 
mechanical,  or  other  technological 
techniques  or  other  forms  of 
information. 

Title:  Commercial  Invoice. 

OMB  Number:  1651-0090. 

Fonn  Number:  None. 

Abstract:  The  collection  of  the 
commercial  invoice  is  necessary  for 
conducting  adequate  examination  of 
merchandise  and  determination  of  the 
duties  due  on  imported  merchandise  as 
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required  by  19  CFR  141.81,  141.82, 
141.83, 141.84, 141.85,  and  141.86  and 
by  19  U.S.C.  1481  and  1484.  Tbe 
information  on  the  commercial  invoice 
is  obtained  from  the  foreign  shipper  and 
provided  to  CBP  by  the  importer. 

To  facilitate  trade,  CBP  did  not 
develop  a  specific  form  for  this 
information  collection.  Importers  are 
allowed  to  use  their  existing  invoices  to 
comply  with  these  regulations. 

Current  Actions:  This  submission  is 
being  made  to  extend  the  expiration 
date  with  a  change  to  the  burden  hours 
based  on  updated  estimates  by  CBP. 
There  is  no  change  to  the  information 
collected. 

Type  of  Review:  Extension  (with 
change). 

Affected  Public:  Businesses. 

Estimated  Number  of  Respondents: 
38,500. 

Estimated  Number  of  Annual 
Responses  per  Respondent:  1,208. 

Estimated  Number  of  Total  Annual 
Responses:  46,508,000. 

Estimated  time  per  Response:  1 
minute. 

Estimated  Total  Annual  Burden 
Hours:  744,128. 

If  additional  information  is  required 
contact:  Tracey  Denning,  U.S.  Customs 
and  Border  Protection,  Regulations  and 
Rulings,  Office  of  International  Trade, 
799  9th  Street,  NW.,  5th  Floor, 
Washington,  DC  20229-1177,  at  202- 
325-0265. 

Dated:  November  18,  2010. 

Tracey  Denning,  • 

Agency  Clearance  Officer,  U.S.  Customs  and" 
Border  Protection. 

[FR  Doc.  2010-29566  Filed  11-23-10;  8:45  am] 
BILUNG  CODE  9111-14-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Federal  Emergency  Management 
Agency 

[Docket  ID  FEMA-201 0-0047] 

Agency  Information  Collection 
Activities;  Submission  for  OMB 
Review;  Comment  Request,  OMB  No. 
1660-0047;  Request  for  Federal 
Assistance  Form — How  To  Process 
Mission  Assignments  in  Federal 
Disaster  Operations 

agency:  Federal  Emergency 
Management  Agency,  DHS. 

ACTION:  Notice;  30-day  notice  and 
request  for  comments;  revision  of  a 
currently  approved  information 
collection;  OMB  No.  1660-0047;  FEMA 
Form  010-0-7,  Action  Request  Form; 


FEMA  Form  010-0-8,  Mission 
Assignment. 

SUMMARY:  The  Federal  Emergency 
Management  Agency  (FEMA)  will 
submit  the  information  collection 
abstracted  below  to  the  Office  of 
Management  and  Budget  for  review  and 
clearance  in  accordance  with  the 
requirements  of  the  Paperwork 
Reduction  Act  of  1995.  The  submission 
will  describe  the  nature  of  the 
information  collection,  the  categories  of 
respondents,  the  estimated  burden  (i.e., 
the  time,  effort  and  resources  used  by 
respondents  to  respond)  and  cost,  and 
the  actual  data  collection  instruments 
FEMA  will  use. 

OATES:  Comments  must  be  submitted  on 
or  before  December  27,  2010. 

ADDRESSES;  Submit  written  comments 
on  the  proposed  information  collection 
to  the  Office  of  Information  and 
Regulatory  Affairs,  Office  of 
Management  and  Budget.  Comments 
should  be  addressed  to  the  Desk  Officer 
for  the  Department  of  Homeland 
Security,  Federal  Emergency 
Management  Agency,  emd  sent  via 
electronic  mail  to 

oira.submission@omb.eop.gov  or  faxed 
to  (202)  395-5806. 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  information  or 
copies  of  the  information  collection 
should  be  made  to  Director,  Records 
Management  Division,  1800  South  Bell 
Street,  Arlington,  VA  20598-3005, 
facsimile  number  (202)  646-3347,  or  e- 
mail  address  FEMA-Information- 
CoIlections-Management@dhs.gov. 
SUPPLEMENTARY  INFORMATION: 

Collection  of  Information 

Title:  Request  for  Federal  Assistance 
Form — How  To  Process  Mission 
Assignments  in  Federal  Disaster 
Operations. 

Type  of  information  collection: 
Revision  of  a  currently  approved 
information  collection. 

OMB  Number:  1660-0047. 

Form  Titles  and  Numbers:  FEMA 
Form  010-0-7,  Action  Request  Form; 
FEMA  Form  010-0-8,  Mission 
Assignment. 

Abstract:  In  the  event  of  a  disaster,  a 
State  will  determine  the  necessary 
resources  needed,  and  request  Federal 
assistance  to  get  resources  that  exceed  a 
State’s  capability  to  respond.  The  forms 
used  in  this  collection  of  information 
are  used  to  provide  acknowledgement 
that  tasks  are  being  requested  from 
States  and  verify  all  mission  functions, 
and  outline  the  work  to  be  performed. 
FEMA  reviews  this  information  and  can 
task  other  Federal  Agencies  with  a 


mission  assignment  to  assist  the  State  in 
its  response  to  the  situation. 

Affected  Public:  State,  local  or  Tribal 
Government. 

Estimated  Number  of  Respondents: 

10. 

Frequency  of  Response:  On  occasion. 
Estimated  Average  Hour  Burden  per 
Respondent:  FEMA  Form  010—0—7,  20 
minutes:  FEMA  Form  010-0—8,  3 
minutes. 

Estimated  Total  Annual  Burden 
Hours:  2,453  hours.  The  estimated  total 
annual  burden  hours  has  changed  since 
publication  of  the  60-day  Federal 
Register  Notice  at  75  FR  52770,  August 
27,  2010. 

Estimated  Cost:  There  are  no 
operation  and  maintenance,  or  capital 
and  start-up  costs  associated  with  this 
collection  of  information. 

Dated:  November  16,  2010. 

Lesia  M.  Banks, 

Director,  Records  Management  Division, 
Mission  Support  Bureau,  Federal  Emergency 
Management  Agency,  Department  of 
Homeland  Security. 

[FR  Doc.  2010-29568  Filed  11-23-10;  8:45  am] 

BILLING  CODE  9111-  24-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Federal  Emergency  Management 
Agency 

[Docket  ID:  FEMA-201 0-0060} 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request,  OMB  No.  1660- 
001 1 ;  Debt  Collection  Financial 
Statement 

AGENCY:  Federal  Emergency 
Management  Agency,  DHS. 

ACTION:  Notice;  60-day  notice  and 
request  for  comments;  revision  of  a 
currently  approved  information 
collection;  OMB  No.  1660-0011;  FEMA 
Form  127-0-1  (formerly  FEMA  Form 
22-13),  Debt  Collection  Financial 
Statement. 


SUMMARY:  The  Federal  Emergency 
Management  Agency,  as  part  of  its 
continuing  effort  to  reduce  paperwork 
and  respondent  burden,  invites  the 
general  public  and  other  Federal 
agencies  tc  take  this  opportunity  to  • 
comment  on  a  proposed  revision  of  a 
currently  approved  information 
collection.  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995,  this 
notice  seeks  comments  concerning  the 
collection  of  information  related  to 
disaster  program  accounts  and  debts 
receivable. 
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dates:  Comments  must  be  submitted  on 
or  before  January  24,  2011. 
addresses:  To  avoid  duplicate 
submissions  to  the  docket,  please  use 
only  one  of  the  following  means  to 
submit  comments: 

(1)  Online.  Submit  comments  at 
http://v\'ww.regulations.gov  under 
Docket  ID  FEMA-2010-0060.  Follow 
the  instructions  for  submitting 
comments. 

(2)  Mail.  Submit  written  comments  to 
Docket  Manager,  Office  of  Chief 
Counsel,  DHS/FEMA,  500  C  Street,  SW., 
Room  835,  Washington,  DC  20472- 
3100. 

(3)  Facsimile.  Submit  comments  to 
(703)  483-2999. 

(4)  E-mail.  Submit  commehts  to 
FEMA-POLlCY@dhs.gov.  Include  Docket 
ID  FEMA-2010-0060  in  the  subject  line. 

All  submissions  received  must 
include  the  agency  name  and  Docket  ID. 
Regardless  of  the  method  used  for 
submitting  comments  or  material,  all 
submissions  will  be  posted,  without 
change,  to  the  Federal  eRulemaking 
Portal  at  http://www.reguIations.gov, 
and  will  include  any  personal 
information  you  provide.  Therefore, 
submitting  this  information  makes  it 
public.  You  may  wish  to  read  the 
Privacy  Act  notice  that  is  available  via 


the  link  in  the  footer  of  http:// 
www.reguIations.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  H.  Komack,  Financial  Policy 
Specialist,  Financial  Policy  Staff,  Office 
of  the  Chief  Financial  Officer,  FEMA, 
202-646-4164.  You  may  contact  the 
i  Records  Management  Division  for 
copies  of  the  proposed  collection  of 
information  at  facsimile  number  (202) 
646-3347  or  e-mail  address:  FEMA- 
Information-CoIIections- 
Management@dhs.gov. 

SUPPLEMENTARY  INFORMATION:  Under  the 
Debt  Collection  Improvement  Act  as 
amended  (31  U.S.C.  3701,  et  seq.),  the 
Federal  Claims  Collection  Standards  (31 
CFR  901),  and  DHS  regulations  (6  CFR 
11),  the  Administrator  of  FEMA  is:  (1) 
Required  to  attempt  collection  of  all 
debts  owed  to  the  United  States  arising 
out  of  activities  of  FEMA;  and  (2)  for 
debts  not  exceeding  $100,000, 
authorized  to  compromise  such  debts  or 
terminate  collection  action  completely 
where  it  appears  that  no  person  is  liable 
for  such  debt  or  has  the  present  or 
prospective  financial  ability  to  pay  a 
significant  sum,  or  that  the  cost  of 
collecting  such  debt  is  likely  to  exceed 
the  amount  of  the  recovery  (31  U.S.C. 
3711(a)(2)). 


Collection  of  Information 

Title:  Debt  Collection  Financial 
Statement. 

Type  of  Information  Collection: 
Revision  of  a  currently  approved 
information  collection. 

OMB  Number:  1660-0011.  ■ 

Form  Titles  and  Numbers:  FEMA 
Form  127-0-1  (formerly  FEMA  Form 
22-13),  Debt  Collection  Financial 
Statement. 

Abstract:  FEMA  may  request  debtors 
to  provide  personal  financial 
information  on  FEMA  Form  127-0-1 
concerning  their  current  financial 
position.  With  this  information,  FEMA 
evaluates  whether  to  allow  its  debtors  to 
pay  their  FEMA  debts  under  installment 
repayment  agreements  and  if  so,  under 
what  terms.  FEMA  also  uses  this  data  to 
determine  whether  to  compromise, 
suspend,  or  completely  terminate 
collection  efforts  on  respondent’s  debts. 
This  data  is  also  used  to  locate  the 
debtor’s  assets  if  the  debts  are  sent  for 
judicial  enforcement. 

Affected  Public:  Individuals  or 
households. 

Estimated  Total  Annual  Burden 
hours:  1,200  Hours. 


Estimated  Annualized  Burden  Hours  and  Costs 


Type  of 
respondent 

Form  name/form 
number 

Number  of 
respondents 

Number  of 
responses 
per  re¬ 
spondent 

Total  num¬ 
ber  of  re¬ 
sponses 

Avg.  burden  per 
response 
(in  hours) 

Total  annual 
burden 
(in  hours) 

- , 

! 

Avg.  houriy 
wage  rate 

Total  annual 
respondent 
cost 

Individuals  or 

FEMA  Form 

1,600 

1 

1,600 

45  minutes  . 

1,200 

$41.33 

$49,596.00 

Households. 

127-0-1 /Debt 
Collection  Fi¬ 
nancial  State¬ 
ment. 

Total  . 

1,600 

1,600 

1,200 

j  49,596.00 

Estimated  Cost:  There  are  no  annual 
operation,  maintenance,  capital  or  start 
up  costs  associated  with  this  collection. 

Comments 

Comments  may  be  submitted  as 
indicated  in  the  ADDRESSES  caption 
above.  Comments  are  soligited  to  (a) 
evaluate  whether  the  proposed  data 
collection  is  necessary  for  the  proper 
performance  of  the  agency,  including 
whether  the  information  shall  have 
practical  utility;  (b)  evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information,  including  the  validity  of 
the  methodology  and  assumptions  used; 
(c)  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (d)  minimize  the  burden 
of  the  collection  of  information  on  those 


who  are  to  respond,  including  through 
the  use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 

Dated:  November  16,  2010. 

Dr.  Lesia  M.  Banks, 

Director,  Records  Management  Division, 
Mission  Support  Bureau,  Federal  Emergency 
Management  Agency,  Department  of 
Homeland  Security. 

[FR  Dcx;.  2010-29557  Filed  11-23-10;  8:45  am] 

BILLING  CODE  9110-49-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Federal  Emergency  Management 
Agency 

[Docket  ID:  FEMA-201 0-0058] 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request,  OMB  No.  1660- 
0013;  Exemption  of  State-Owned 
Properties  Under  Self-Insurance 

agency:  Federal  Emergency 
Management  Agency,  DHS. 

ACTION:  Notice;  60-day  notice  and 
request  for  comments;  extension, 
without  change,  of  a  currently  approved 
information  collection;  OMB  No.  1660-  - 
0013;  No  Form. 
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SUMMARY:  The  Federal  Emergency 
Management  Agency,  as  part  of  its 
continuing  effort  to  reduce  paperwork 
and  respondent  burden,  invites  the 
general  public  and  other  Federal 
agencies  to  take  this  opportunity  to 
comment  on  a  proposed  extension, 
without  change,  of  a  currently  approved 
information  collection.  In  accordance 
with  the  Paperwork  Reduction  Act  of 
1995,  this  notice  seeks  comments 
concerning  the  collection  of  information 
necessary  to  allow  States  to  request  an 
exemption  from  maintaining  flood 
insurance  on  State-owned  structures. 
OATES:  Comments  must  be  submitted  on 
or  before  January  24,  2011. 

ADDRESSES:  To  avoid  duplicate 
submissions  to  the  docket,  please  use 
only  one  of  the  following  means  to 
submit  comments: 

(1)  Online.  Submit  comments  at 
http://www.regulations.gov  under 
Docket  ID  FEMA-2010-0058.  Follow 
the  instructions  for  submitting 
comments. 

(2)  Mail.  Submit  written  comments  to 
Docket  Manager,  Office  of  Chief 
Counsel,  DHS/FEMA,  500  C  Street,  SW., 
Room  835,  Washington,  DC  20472- 
3100. 

(3)  Facsimile.  Submit  comments  to 
(703) 483-2999. 

(4)  E-mail.  Submit  comments  to 
FEMA-POUCY@dhs.gov.  Include 
Docket  ID  FEMA-2010-0058  in  the 
subject  line. 

All  submissions  received  must 
include  the  agency  name  and  Docket  ID. 


Regardless  of  the  method  used  for 
submitting  comments  or  material,  all 
submissions  will  be  posted,  without 
change,  to  the  Federal  eRulemaking 
Portal  at  http://www.regulations.gov, 
and  will  include  any  personal 
information  you  provide.  Therefore, 
submitting  this  information  makes  it 
public.  You  may  wish  to  read  the 
Privacy  Act  notice  that  is  available  via 
the  link  in  the  footer  of  http:// 
www.regulations.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mary  Ann  Chang,  Mitigation 
Directorate,  FEMA,  at  (703)  605-0421. 
You  may  contact  the  Records 
Management  Division  for  copies  of  the 
proposed  collection  of  information  at 
facsimile  number  (202)  646-3347  or 
e-mail  address:  FEM-Information- 
Collections-Management@dhs.gov. 
SUPPLEMENTARY  INFORMATION:  The  Flood 
Disaster  Protection  Act  of  1973,  as 
amended,  42  U.S.C.  4001  et  seq., 
recognized  that  a  reasonable  method  of 
sharing  the  nation’s  risk  of  flooding  at 
the  national  level  was  required.  The  Act 
established  a  requirement  to  purchase 
flood  insurance  for  properties  at  risk 
from  a  flood.  It  also  further  provided  an 
exception  to  this  requirement  for  State- 
owned  properties  that  are  covered  under 
an  adequate  State  policy  of  self- 
insurance.  When  States  provide  proof  of 
this  self-insurance,  the  designated 
property  is  not  required  to  be  covered 
by  flood  insurance.  Title  44  CFR  Part  75 
establishes  the  procedures  by  which  a 
State  may  request  exemption  and  also 


establishes  standards  with  respect  to  the  1 
Administrator’s  determinations  that  a  L 

State’s  plan  of  self-insurance  is  adequate  I 
and  satisfactory  for  the  purpose  of  " 

exempting  the  State  from  the  ; 

requirement  of  purchasing  flood  | 

insurance  coverage,  for  State-owned  f 

structures  and  their  contents.  This  | 

applies  to  areas  identified  by  the 
Administrator  as  A,  AO,  AH,  Al-30, 

AE,  AR,  AR/Al-30.  AR/AE,  AR/AO, 
AR/AH,  AR/A,  A99,  M,  V,  VO,  Vl-30, 

VE,  and  E  zones,  in  which  the  sale  of 
insurance  has  been  made  available.  I 


Title:  Exemption  of  State-Owned  [ 

Properties  Under  Self-Insurance.  I 

Type  of  Information  Collection:  I 

Extension,  without  change,  of  a 
currently  approved  information  L 

collection.  r 

OMB  Number:  1660-0013.  - 

Form  Titles  and  Numbers:  No  Forms. 
Abstract:  States  can  request  an 
exemption  to  the  requirement  of 
purchasing  flood  insurance  on  State-  ^ 

owned  properties  through  the  i 

submission  of  sufficient  supporting  " 

documentation  certifying  that  the  plan 
of  self-insurance  upon  which  the 
application  for  exemption  is,  based  I 

meets  or  exceed  the  standards  of  I 

coverage  required  for  flood  and  flood-  ^ 

related  hazards. 

Affected  Public:  State,  local  or  Tribal 
Government.  | 

Estimated  Total  Annual  Burden  ; 

Hours:  100  Hours.  ! 


Collection  of  Information 


Estimated  Annualized  Burden  Hours  and  Costs  • 


Type  of  re- 
s^ndent 

Form  name/ 
form  number 

Number  of 
respondents 

Number  of 
responses 
per  respond¬ 
ent 

Total  number 
of  responses 

Average 
burden  per 
response  (in 
hours) 

Total  annual 
burden  (in 
hours) 

•  Average 
hourly  wage 
rate 

Total  annual 
respondent 
Cost 

State,  local  or 
Tribal  Gov¬ 
ernment. 

Letter  of  Appli¬ 
cation  and 
Supporting 
Documenta¬ 
tion/No 

Form. 

*  20 

1 

20 

5 

too 

$62.62 

$6,262 

Total . 

20 

20 

too 

6,262 

Estimated  Cost:  There  are  no  record 
keeping,  capital,  start-up  or 
maintenance  costs  associated  with  this 
information  collection. 

Comments 

Comments  may  be  submitted  as 
indicated  in  the  ADDRESSES  caption 
above.  Comments  are  solicited  to  (a) 
Evaluate  whether  the  proposed  data 
collection  is  necessary  for  the  proper 
performance  of  the  agency,  including 


whether  the  information  shall  have 
practical  utility;  (b)  evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information,  including  the  validity  of 
the  methodology  and  assumptions  used; 
(c)  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (d)  minimize  the  burden 
of  the  collection  of  information  on  those 
who  are  to  respond,  including  through 
the  use  of  appropriate  automated. 


electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 
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Dated:  November  16,  2010. 

Lesia  M.  Banks, 

Director,  Records  Management  Division, 
Mission  Support  Bureau,  Federal  Emergency 
Management  Agency,  Department  of 
Homeland  Security. 

(FR  Doc.  2010-29556  Filed  11-23-10;  8:45  am] 

BILLING  CODE  9110-11-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

U.S.  Customs  and  Border  Protection 

Approval  of  Camin  Cargo  Control,  Inc., 
as  a  Commercial  Gauger 

agency:  U.S.  Customs  and  Border 
Protection,  Department  of  Homeland 
Security. 

ACTION:  Notice  of  approval  of  Camin 
Cargo  Control,  Inc.,  as  a  commercial 
gauger.  _ _ 

SUMMARY:  Notice  is  hereby  given  that, 
pursuant  to  19  CFR  151.13,  Camin  Cargo 
Control,  Inc.,  73  Castle  Coakely,  Unit  3, 
Christiansted,  St.  Croix,  VI  00821,  has 
been  approved  to  gauge  petroleum  and 
petroleum  products  for  customs 
purposes,,  in  accordance  with  the 
provisions  of  19  CFR  151.13;  Anyone 
wishing  to  employ  this  entity  to  conduct 
gauger  services  should  request  and 
receive  written  assurances  from  the. 
entity  that  it  is  approved  by  the  U.S. 
Customs  and  Border  Protection  to 
conduct  the  specific  gauger  service 
requested.  Alternatively,  inquires 
regarding  the  specific  gauger  service  this 
entity  is  approved  to  perform  nlay  be 
directed  to  the  U.S.  Customs  and  Border 
Protection  by  calling  (202)  344-1060. 

The  inquiry  may  also  be  sent  to 
cbp.Iabhq@dhs.gov.  Please  reference  the 
Web  site  listed  below  for  a  complete 
listing  of  CBP  approved  gaugers  and . 
accredited  laboratories. 

http://cbp.gov/xp/cgov/import/ 
operations_support/ 
labs_scientific_svcs/ 
commercial_ga  ugers/. 

DATES:  The  approval  of  Camin  Cargo 
Control,  Inc.,  as  commercial  gauger 
became  effective  on  August  9,  2010.  The 
next  triennial  inspection  date  will  be 
scheduled  for  August  2013. 

FOR  FURTHER  INFORMATION  CONTACT: 

Anthony  Malana,  Laboratories  and 
Scientific  Services,  U.S.  Customs  and 
Border  Protection,  1300  Pennsylvania 
Avenue,  NW.,  Suite  1500N, 

Washington,  DC  20229,  202-344-1060. 


Dated;  November  16,  2010. 

Ira  S.  Reese, 

Executive  Director,  Laboratories  and 
Scientific  Services. 

IFR  Doc.  2010-29676  Filed  11-23-10;  8:45  am] 

BILLING  CODE  9111-14-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 
[USCG-201 0-0971] 

Pittsburgh  Area  Maritime  Security 
Committee;  Vacancies 

AGENCY:  Coast  Guard,  DHS. 

ACTION:  Solicitation  for  membership. 

SUMMARY:  This  notice  requests 
individuals  interested  in  serving  on  the 
Pittsburgh  Area  Maritime  Security 
Committee  to  submit  their  application 
for  membership,  to  the  Captain  of  the 
Port,  Pittsburgh,  Pennsylvania. 

DATES:  Applications  for  membership 
should  reach  the  Pittsburgh  Captain  of 
the  Port  on  or  before  January  3,  2011. 
ADDRESSES:  Applications  for 
membership  should  be  submitted  to  the 
Captain  of  the  Port  at  the  following 
address:  Commander,  USCG  Marine 
Safety  Unit  Pittsburgh,  100  Forbes 
Avenue,  Suite  1150,  Pittsburgh,  PA 
15222-1371. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

questions  about  submitting  an 
application  or  about  the  AMSC  in 
general,  contact  Mr.  Dave  Morgan  at 
412-600-7324. 

SUPPLEMENTARY  INFORMATION: 

Authority 

Section  102  of  the  Maritime 
Transportation  Security  Act  (MTSA)  of 
2002  (Pub.  L.  107-295)  added  section 
70112  to  Title  46  of  the  U.S.  Code,  and 
authorized  the  Secretary  of  the 
Department  in  which  the  Coast  Guard  is 
operating  to  establish  Area  Maritime 
Security  Advisory  Committees  for  any 
port  area  of  .the  United  States.  (See  33 
U.S.C.  1226-  46  U.S.C.;  33  CFR  1.05-1, 
6.01;  Department  of  Homeland  Security 
Delegation  No.  0170.1.)  The  MTSA 
includes  a  provision  exempting  these 
Area  Maritime  Security  (AMS) 
Committees  from  the  Federal  Advisory 
Committee  Act  (FACA),  Public  Law  92- 
436,  86  Stat.  470  (5  U.S.C.  App.  2). 

Pittsburgh  AMSC  Purpose 

The  AMSCs  shall  assist  the  Captain  of 
the  Port  in  the  review,  update,  and 
exercising  of  the  AMS  Plan  for  their  area 
of  responsibility.  Such  matters  may 
include,  but  are  not  limited  to; 


Identifying  critical  port  infrastructure 
and  operations;  Identifying  risks 
(threats,  vulnerabilities,  and 
consequences);  Determining  mitigation 
strategies  and  implementation  methods; 
Developing  strategies  to  facilitate  the 
recovery  of  the  Maritime  Transportation 
Security  (MTS)  after  a  Transportation 
Security  Incident;  Developing  and 
describing  the  process  to  continually 
evaluate  overall  port  security  by 
considering  consequences  and 
vulnerabilities,  how  they  may  change 
over  time,  and  what  additional 
mitigation  strategies  can  be  applied;  and 
Providing  advice  to,  and  assisting  the 
Captain  of  the  Port  in  developing  and 
maintaining  the  Area  maritime  Security 
Plan. 

Pittsburgh  AMSC  Membership 

Members  of  the  AMSC  should  have  at 
least  5  years  of  experience  related  to 
maritime  or  port  security  operations. 

The  Pittsburgh  AMSC  is  comprised  of 
individuals  who  represent  Federal, 

State,  local,  and  industry  stakeholders 
from  Pennsylvania,  Ohio,  and  West 
Virginia.  We  are  seeking  to  fill  up  to 
three  positions  with  this  solicitation. 
Applicants  may  be  required  to  pass  an 
appropriate  security  background  check 
prior  to  appointment  to  the  committee. 
Members’  term  of  office  will  be  for  5 
years,  however,  a  member  is  eligible  to 
serve  an  additional  term  of  office. 
Members  will  not  receive  any  salary  or 
other  compensation  for  their  service  on 
the  AMSC.  In  support  of  the  policy  of 
the  Coast  Guard  on  gender  and  ethnic 
diversity,  we  encourage  qualified  men 
and  women  and  members  of  all  racial 
and  ethnic  groups  to  apply. 

Request  for  Applications 

Those  seeking  membership  are  not 
required  to  submit  formal  applications 
to  the  local  Captain  of  the  Port, 
however,  because  we  do  have  an 
obligation  to  ensure  that  a  specific 
number  of  members  have  the 
prerequisite  maritime  security 
experience,  we  encourage  the 
submission  qf  resumes  highlighting 
experience  in  the  maritime  and  security 
industries. 

Dated:  October  27  2010. 

R.  V.  Timme, 

Commander,  U.S.  Coast  Guard,  Federal 
Maritime  Security  Coordinator,  Pittsburgh. 
[FR  Doc.  2010-29672  Filed  11-23-10;  8:45  am] 

BILLING  CODE  9110-04-P 
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DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5376-N-111] 

Notice  of  Submission  of  Proposed 
Information  Collection  to  0MB; 
Emergency  Comment  Request  Rural 
Innovation  Fund;  Notice  of  Proposed 
Information  Collection  for  Public 
Comment 

agency:  Office  of  the  Chief  Information 
Officer. 

ACTION:  Notice  of  proposed  information 
collection. 

SUMMARY:  The  proposed  information 
collection  requirement  described  below 
has  been  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
emergency  review  and  approval,  as 
required  by  the  Paperwork  Reduction 
Act.  The  Department  is  soliciting  public 
comments  on  the  subject  proposal. 

The  Rural  Innovation  Fund  (Rural 
Fund)  is  authorized  pursuant  to  the 
Consolidated  Appropriations  Act,  2010, 
Public  Law  111-117.  Rural  Fund  is 
designed  to  provide  support  for  highly 
targeted  and  innovative  grants  dedicated 
to  addressing  the  problems  of 
concentrated  rural  housing  distress  and 
community  poverty  for  projects  that 
demonstrate  a  great  likelihood  of 
substantial  impact  in  addressing  the 
housing  needs  and  community  poverty 
in  the  project  area. 

DATES:  Comments  Due  Date:  December 

8,  2010. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  proposal.  Comments  must  be 
received  within  fourteen  (14)  days  fi-om 
the  date  of  this  Notice.  Comments 
should  refer  to  the  proposal  by  name/or 
OMB  approval  number  and  should  be 
sent  to:  Ross  A.  Rutledge,  HUD  Desk 
Officer,  Office  of  Management  and 
Budget,  New  Executive  Office  Building, 
Washington,  DC  20503;  e-mail: 
Ross.A.RutIedge@omb.eop.gov;  fax: 
202-395-3086. 


FOR  FURTHER  INFORMATION  CONTACT: 

Colette  Pollard,  Departmental  Reports 
Management  Officer,  QDAM, 

Department  of  Housing  and  Urban 
Development,  451  7th  Street,  SW., 
Washington,  DC  20410;  e-mail 
Colette.Pollard@HUD.gov;  telephone 
(202)  402-3400.  This  is  not  a  toll-firee 
number.  Copies  of  available  documents 
submitted  to  OMB  may  be  obtained 
ftt)m  Ms.  Pollard. 

SUPPLEMENTARY  INFORMATION;  This 
.notice  informs  the  public  . that  the 
Department  of  Housing  and  Urban 
Development  has  submitted  to  OMB  a 
request  for  approval  of  the  Information 
collection  described  below.  This  notice 
is  soliciting  comments  from  members  of 
the  public  and  affecting  agencies 
concerning  the  proposed  collection  of 
information  to;  (1)  Evaluate  whether  the 
proposed  collection  of  information  is 
necessary  for  the  proper  performance  of 
the  functions  of  tbe  agency,  including 
whether  the  information  will  have 
practical  utility;  (2)  Evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed' collection  of 
information;  (3)  Enhance  the  qu^ity, 
utility,  and  clarity  of  the  information  to 
be  collected;  and  (4)  Minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond;  including 
through  the  use  of  appropriate 
automated  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 

This  Notice  also  lists  the  following 
information: 

Title  of  Proposal:  Rural  Innovation 
Fund 

Description  of  Information  Collection: 
The  Rural  Innovation  Fund  (Rural 
Fund)  is  authorized  pursuant  to  the 
Consolidated  Appropriations  Act,  2010, 
Public  Law  111-117.  Rural  Fund  is 
designed  to  provide  support  for  highly 
targeted  and  innovative  grants  dedicated 
to  addressing  the  problems  of 
concentrated  rural  housing  distress  and 
community  poverty  for  projects  that 


Number  of  respondents 


250  . 

85  . 

Total 


demonstrate  a  great  likelihood  of 
substantial  impact  in  addressing  the 
housing  needs  and  community  poverty 
in  the  project  area. 

OMB  Control  Number:  2506-NEW 

Agency  Form  Numbers:  SF  424, 
Application  for  Federal  Assistance;  SF 
424  Supplement,  Survey  on  Ensuring 
Equal  Opportunity;  HUD  424  CB, 
Detailed  Budget;  HUD  424  CBW 
Detailed  Budget  Worksheet;  HUD  2991, 
Consistency  with  the  Consolidated  Plan; 
SF  LLL,  Disclosure  of  Lobbying 
Activities,  not  applicable  to  Federally 
recognized  Indian  tribes;  HUD  27061, 
Race  and  Ethnic  Data;  HUD-96010, 
Logic  Model;  HUD  27300,  America’s 
Affordable  Communities  Initiative; 
HUD-2880,  Appliyant/Recipient 
Disclosure  Update  Report;  HUD  2994  A, 
Grant  Application  Survey;  SF  1199  A, 
Direct  Deposit;  HUD  27054,  Voice 
Response  Authorization  System;  HUD 
27054  A,  LOCCS  Request  Voucher;  SF 
425,  Financial  Status  Report;  HUD  2990, 
RC/EZ/EC-II  Certification;  SF  PPR-E 
Activity  Based  Expenditure  Report; 

HUD  6002,  Economic  Opportunity  for 
Low-and-Very  Low  Income  Persons  In 
Connection  With  Assisted  Projects. 

Members  of  Affected  Public -.Local 
rural  nonprofit  organizations, 
community  development  corporations, 
federally  recognized  Indian  tribes,  state 
housing  finance  agencies,  and  state 
community  and/or  economic 
development  agencies  eligible  to 
address  the  problem  of  concentrated 
rural  housing  distress  and  community 
poverty  in  rural  areas  and  promote 
economic  development  and 
entrepreneurship  as  described  in  The 
Consolidated  Appropriations  Action 
2010,  Public  Law  111-117,  under  the 
HUD  provision  for  the  Rural  Innovation 
Fund. 

Estimation  of  the  total  numbers  of 
hours  needed  to  prepare  the  information 
collection  including  number  of 
respondents,  frequency  of  responses, 
and  hours  of  response: 


Frequency  of 

Total 

responses 

responses 

78 

19,500 

62 

5,270 

24,770 
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Authority:  The  Paperwork  Reduction  Act 
of  1995j  44  U.S.C.  Chapter  35,  as  amended. 

Dated:  November  18,  2010. 

Colette  Pollard, 

Departmental  Reports  Management  Officer, 
Office  of  the  Chief  Information  Officer. 

(FR  Doc.  2010-29653  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4210-67-P 

DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5440-N-01  ] 

Policies  and  Procedures  Pertaining  to 
Changes  in  Listing  Brokers 
Participating  in  the  Federal  Housing 
Administration  (FHA)  Management  and 
Marketing  III  Program 

agency:  Office  of  the  Assistant 
Secretary  for  Housing — Federal  Housing 
Commissioner,  HUD. 

ACTION:  Notice. 

SUMMARY:  Today’s  Federal  Register 
notice  describes  how  duly  licensed  real 
estate  brokers  may  participate  as  Listing 
or  Selling  brokers  under  FHA’s 
Management  and  Marketing  III  (M&M 
III)  program.  All  brokers  may  participate 
as  Selling  brokers.  Brokers  that  wish  to 
list  HUD’s  Real  Estate  Owned  (REO) 
properties,  however,  must  be  selected  as 
a  Listing  broker  by  HUD’s  Asset 
Manager  (AM)  vendors.  HUD  will  pay  a 
commission  of  up  to  six  percent  to  be 
split  evenly  between  “Listing”  and 
“Selling”  brokers  as  is  usual  and 
customary  in  the  real  estate  market. 
DATES:  Participation  by  all  brokers  in 
the  M&M  III  program  announced  in  this 
notice  shall  be  in  effect  from  the  date  of 
publication  of  this  notice  through  May 
31,  2015. 

FOR  FURTHER  INFORMATION  CONTACT: 

Vance  T.  Morris,  Director,  Office  of 
Single  Family  Asset  Management, 
Department  of  Housing  and  Urban 
Development,  451  7th  Street,  SW., 

Room  9172,  Washington,  DC  20410; 
telephone  number  202-708-1672  (this 
is  not  a  toll-free  telephone  number). 
Persons  with  hearing  or  speech 
impairments  may  access  this  number 
via  TTY  by  calling  the  toll-free  Federal 
Information  Relay  Service  at  800-877- 
8339. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

A.  Management  and  Marketing  Program 

The  Federal  Housing  Administration 
(FHA)  administers  the  single-family 
mortgage  insurance  program.  FHA 
insures  approved  lenders  against  the 
risk  of  loss  on  properties  obtained  with 


FHA  insured  financing.  In  the  event  of 
a  default  on  an  FHA  insured  loan,  the 
lender  acquires  title  to  the  property  by 
foreclosure,  a  deed-in-lieu  of 
foreclosure,  or  other  acquisition 
method,  files  a  claim  for  insurance 
benefits  and  conveys  the  property  to 
HUD.  As  a  result  of  acquisitions  through 
the*mortgage  insurance  program  and 
other  programs,  HUD  has  a  need  to  sell 
a  sizable  inventory  of  single-family 
homes,  making  HUD  the  largest  single 
seller  of  real  estate  in  the  United  States. 
In  fiscal  years  2008  and  2009,  the 
Department  sold  46,333  and  49,385 
single-family  homes,  respectively. 

Since  1999,  HUD  has  outsourced  the 
disposition  of  its  REO  inventory  to 
private  sector  contractors  under  the 
Management  and  Marketing  (M&M) 
Program.  In  June  of  2010,  HUD  awarded 
contracts  under  the  third  generation  of 
M&M.  Under  the  previous  generations 
of  M&M  contracts,  HUD  contracted  with 
a  single  entity  to  provide- all  of  the 
administrative,  program  support, 
management  and  marketing  services 
throughout  the  United  States,  the 
Caribbean,  Guam  and  the  Northern 
Marianna  Islands.  Under  the  M&M  III 
program,  HUD  developed  a  disposition 
structure  for  its  REO  inventory  that  will 
streamline  its  operations,  capitalize  on 
the  expertise  of  its  potential  vendors/ 
contractors,  and  provide  flexibility  to 
meet  changing  market  conditions  in  the 
REO  industry. 

One  change  is  that,  beginning  June  1, 
2010,  HUD  has  contracted  with  AM 
vendors  who  are  responsible  for  the 
marketing  and  selling  of  HUD  REO 
properties.  Multiple  AM  vendors  have 
been  contracted  to  market  HUD-owned 
properties  within  their  selected  contract 
area  within  each  geographic 
Homeownership  Center  (HOC)  area.  AM 
vendors  are  required  to  use  the  services 
of  local  real  estate  professionals,  whose 
primary  place  of  business  is  within 
reasonable  proximity  to  the  listed 
property,  including  small  and  small 
disadvantaged  businesses,  to  list 
properties  for  sale  and  to  allow  all 
brokers,  regardless  of  their  participation 
in  a  Multiple  Listing  Service,  an  equal 
opportunity  to  show  and  sell  HUD- 
owned  properties.  Local  listing  brokers 
will  be  used  to  ensure  wide  market 
exposure  for  HU3i)-REO  Properties. 
Under  the  new  M&M  III  program,  HUD 
will  pay  a  commission  of  up  to  six 
percent  to  be  split  evenly  between 
Listing  and  Selling  brokers,  as  is  usual 
and  customary  in  the  real  estate  market. 
This  is  a  change  from  previous  M&M 
programs  where  listing  brokers 
contracted  with  the  M&M  contractors 
and  the  M&M  contractors  were 
responsible  for  paying  the  listing 


brokers.  The  commission  paid  to  Listing 
and  Selling  brokers  will  be  made  on  the 
form  HUD-1,  Settlement  Statement. 

AM  vendors  are  responsible  for 
selecting,  managing,  and  overseeing 
listing  brokers  who  participate  in  the 
M&M  III  program.  Brokers  that  wish  to 
participate  as  either  listing  or  selling 
brokers  in  the  M&M  III  program  must 
register  for,  and  receive  a  Name  Address 
Identification  Number  (NAID)  before 
they  can  either  list  or  sell  HUD 
properties.  Brokers  who  already  have  a 
NAID  do  not  need  to  apply  for  a  new 
NAID  in  order  to  list  HUD  REO 
properties  but  must  be  selected  by  the 
AM  vendor  as  a  listing  broker.  Brokers 
must  also  be  properly  licensed  in  the 
geographic  areas  for  which  they  want  to 
list  properties  for  sale. 

B. Jdow  To  Register  for  an  NAID 

Brokers  may  register  for  and  receive 
an  NAID  by  completing  and  submitting' 
a  form  SAMS-1111.  The  form  SAMS- 
1111  can  be  found  at  http://www.hud. 
gov/ offices/ adm/hudcli ps/ forms/ 
samsforms.cfm.  Completed  forms  and 
supporting  documentation  must  be  sent 
to  the  HOC  jurisdiction  for  the 
geographic  area  where  the  broker  will 
list  a  property.  HOC  addresses  are  as 
follows: 

Atlanta  HOC:  U.S.  Dept,  of  HUD, 
Atlanta  Homeownership  Center,  40 
Marietta  Street,  Atlanta,  GA  30303- 
2806. 

Denver  HOC:  U.S.  Dept,  of  HUD, 
Denver  Homeownership  Center, 

Program'  Support  Division — 21st  Floor, 
1670  Broadway,  Denver,  CO  80202- 
4801. 

Philadelphia  HOC:  U.S.  Dept,  of  HUD, 
Philadelphia  Homeownership  Center, 
The  Wanamaker  Building,  100  Penn 
Square  East,  Philadelphia,  PA  19107- 
3389. 

Santa  Ana  HOC:  U.S.  Dept,  of  HUD, 
Santa  Ana  Homeownership  Center,  160 
N.  Stone  Avenue,  Tucson,  AZ  85701. 

C.  How  To  Contact  an  Asset  Manager 
(AM)  Vendor 

Listing  Brokers  who  wish  to 
participate  in  the  M&M  III  program  must 
contact  an  AM  vendor  responsible  for 
the  geographic  areas  where  they  want  to 
list  properties.  A  list  of  all  AM  vendors 
and  the  geographic  areas  for  which  they 
are  responsible  can  be  found  at: 
http://www.hud.gov/offices/hsg/sfh/reo/ 
reohome.cfm. 

II.  Paperwork  Reduction  Act  Statement 

The  information  collection 
requirements  contained  in  this 
document  are  pending  the  approval  by 
the  Office  of  Management  and  Budget 
(OMB)  in  accordance  with  the 
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PapeiVork  Reduction  Act  of  1995  (44 
U.S.C.  3501-3520),  and  have  been 
assigned  OMB  control  number  2502- 
0306.  In  accordance  with  the  Paperwork 
Reduction  Act,  HUD  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
unless  the  collection  displays  a 
currently  valid  control  number. 

Dated:  November  17,  2010. 

David  H.  Stevens, 

Assistant  Secretary  for  Housing — Federal 
Housing  Commissioner. 

IFR  Doc.  2010-29654  Filed  11-23-10;  8:45  am) 
BILLING  CODE  4210-67-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5459-N-01] 

Real  Estate  Settlement  Procedures  Act 
(RESPA):  Solicitation  of  Information  on 
Changes  in  Warehouse  Lending  and 
Other  Loan  Funding  Mechanisms 

AGENCY:  Office  of  General  Counsel, 

HUD. 

ACTION:  Notice. 

SUMMARY:  HUD  is  considering  issuing 
guidance  under  RESPA  to  address 
possible  changes  in  warehouse  lending 
and  other  financing  mechanisms  used  to 
fund  federally  related  mortgage  loans 
that  have  occurred  since  HUD  issued 
regulations  specifically  related  to  this 
area  in  1992  and  1994.  In  order  to  assist 
HUD  in  determining  whether  such 
guidance  is  needed  and  to  formulate 
such  guidance,  HUD  is  seeking 
information  on  how  funding 
mechanisms  have  evolved  in  recent 
years,  and  especially  on  how  warehouse 
lending  currently  operates  within 
residential  real  estate  mortgage 
transactions. 

HUD  welcomes  input  from  warehouse 
lenders,  retail  lenders,  mortgage 
bankers,  wholesale  lenders, 
correspondent  lenders,  mortgage 
brokers,  and  others  in  the  mortgage 
lending  industry,  as  well  as  from 
federal,  state,  and  local  consumer 
protection  and  enforcement  agencies; 
consumer  groups;  and  other  members  of 
the  public.  Based  on  information 
received  in  response  to  this  solicitation, 
HUD  will  decide  what,  if  any, 
additional  guidance  is  needed  on  the 
scope  of  RESPA  as  applied  to  current 
mortgage  funding  practices. 

DATES:  Comment  Due  Date:  December 
27,  2010. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  notice  to  the  Regulations  Division, 
Office  of  General  Counsel,  451  7th 


Street,  SW.,  Room  10276,  Department  of 
Housing  and  Urban  Development, 
Washington,  DC  20410-0500.  There  are 
two  methods  for  submitting  public 
comments.  All  submissions  must  refer 
to  the  above  docket  number  and  title. 

1.  Submission  of  Comments  by  Mail. 
Comments  may  be  submitted  by  mail  to 
the  Regulations  Division,  Office  of 
General  Counsel,  Department  of 
Housing  and  Urban  Development,  451 
7th  Street,  SW.,  Room  10276, 
Washington,  DC  20410-0500. 

2.  Electronic  Submission  of 
Comments.  Interested  persons  may 
submit  comments  electronically  through 
the  Federal  eRulemaking  Portal  at 
http://www.reguIations.gov.  HUD 
strongly  encourages  commenters  to 
submit  comments  electronically. 
Electronic  submission  of  comments 
allows  the  commenter  maximum  time  to 
prepare  and  submit  a  comment,  ensures 
timely  receipt  by  HUD,  and  enables 
HUD  to  make  them  immediately 
available  to  the  public.  Comments 
submitted  electronically  through  the 
http://www.regulations.gov  \^eb  site  can 
be  viewed  by  other  commenters  and 
interested  members  of  the  public. 
Commenters  should  follow  the 
instructions  provided  on  that  site  to 
submit  comments  electronically. 

Note:  To  receive  consideration  as  public 
comments,  comments  must  be  submitted 
through  one  of  the  two  methods  specified 
above.  Again,  all  submissions  must  refer  to 
the  docket  number  and  title  of  the  rule. 

No  Facsimile  Comments.  Facsimile 
(FAX)  comments  are  not  acceptable. 

Public  Inspection  of  Public 
Comments.  All  properly  submitted 
coinments  and  communications 
submitted  to  HUD  will  be  available  for 
public  inspection  and  copying  between 
8  a.m.  and  5  p.m.  weekdays  at  the  above 
address.  Due  to  security  measures  at  the 
HUD  Headquarters  building,  an  advance 
appointment  to  review  the  public 
comments  must  be  scheduled  by  calling 
the  Regulations  Division  at  202-708- 
3055  (this  is  not  a  toll-free  number). 
Individuals  with  speech  or  hearing 
impairments  may  access  this  number 
through  TTY  by  calling  the  toll-free 
Federal  Information  Relay  Service  at 
800-877-8339.  Copies  of  all  comments 
submitted  are  available  for  inspection 
and  downloading  at  http:// 
'www.regulations.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

legal  questions,  contact  Paul  S.  Ceja, 
Assistant  General  Counsel  for  RESPA/ 
SAFE,  telephone  number  202-708- 
3137;  or  Peter  S.  Race,  Assistant  General 
Counsel  for  Program  Compliance, 
telephone  number  202-708-2350; 
Department  of  Housing  and  Urban 


Development,  451  7th  Street,  SW., 

Room  9262,  Washington,  DC  20410.  For 
other  questions,  contact  Barton  Shapiro, 
Director,  or  Mary  Jo  Sullivan,  Deputy 
Director,  Office  of  RESPA  and  Interstate 
Land  Sales,  Office  of  Housing, 
Department  of  Housing  and  Urban 
Development,  451  7th  Street,  SW., 

Room  9158,  Washington,  DC  20410; 
telephone  number  202-708-0502.  These 
telephone  numbers  are  not  toll-free. 
Persons  with  hearing  or  speech 
impairments  may  access  these  numbers 
via  TTY  by  calling  the  toll-free  Federal 
Information  Relay  Service  at  1-800- 
877-8339. 

I.  Background 

Due  to  the  length  of  time  since  the 
issuance  of  regulations  on  the  treatment 
and  coverage  of  warehouse  lending 
under  RESPA  (12  U.S.C.  2601-2617), 
HUD  is  reviewing  the  need  to  provide 
additional  guidance  in  this  area 
pursuant  to  its  authority  under  section 
19  of  RESPA  (12  U.S.C.  2617). 

The  requirements  and  prohibitions 
under  RESPA  apply  to  credit 
transactions  that  involve  federally 
related  mortgage  loans.  These  mortgage 
loans  include  most  purchase  loans, 
assumptions,  refinances,  property 
improvement  loans,  and  home  equity 
lines  of  credit  that  are  secured  by  liens 
placed  on  one-  to  four-family  residential 
properties.  The  purposes  of  RESPA  are, 
generally,  to  help  consumers  become 
better  shoppers  for  settlement  services 
and  to  eliminate  kickbacks  and  referral 
fees  that  unnecessarily  increase  the 
costs  of  certain  settlement  services. 

To  achieve  its  purposes,  RESPA 
requires,  in  part,  that  borrowers  receive 
disclosures  at  various  times  in  the 
transaction.  These  disclosures  explain 
the  borrower’s  loan,  detail  the  costs 
associated  with  settlement,  summarize 
servicing  and  escrow  account  practices, 
and  describe  affiliated  business 
relationships  among  settlement  service 
providers.  In  January  2010,  major 
revisions  to  the  Good  Faith  Estimate 
(“GFE”)  and  uniform  settlement 
statement  (“HUD-1 /I A”)  disclosure 
forms  mandated  in  HUD’s  RESPA 
regulations  (24  CFR  part  3500)  took 
effect. 

RESPA  also  prohibits  certain  practices 
that  increase  the  cost  of  settlement 
services,  kor  example,  section  8  of 
RESPA  prohibits  a  person  from  giving  or 
accepting  anything  of  value  for  referrals 
of  business  incident  to  or  part  of  a 
settlement  service  provided  in  a  covered 
transaction.  RESPA  also  prohibits  a 
person  from. giving  or  accepting  any  part 
of  a  charge  other  than  for  services 
actually  performed. 


SUPPLEMENTARY  INFORMATION: 
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n.  Scope  of  RESPA  Coverage 

In  order  to  effectively  and  efficiently 
accomplish  the  consumer  protection 
purposes  of  RESPA,  it  is  important  for 
HUD  to  ensure  that  RESPA’s 
requirements  and  prohibitions  are 
applied  appropriately  in  all  covered 
home  mortgage  transactions.  A 
consumer  needs  reliable  information 
about  the  terms  of  his  or  her  mortgage 
transaction,  which  can  include 
understanding  any  competing  interests 
of  other  persons  who  are  involved  in  the 
transaction.  While  settlement  service 
providers  are  expected  to  profit  from  the 
services  they  provide  with  regard  to  the 
transaction.  Congress  was  clear  in  its 
intent  in  passing  RESPA  that  consumers 
be  “provided  with  greater  and  more 
timely  information  on  the  nature  and 
costs  of  the  settlement  process  and 
*  *  *  protected  from  unnecessarily 
high  seftlement  charges.”  12  U.S.C. 
2601(a). 

HUD’s  commitment  to  protect 
homebuyers  and  to  ensure  that 
consumers  are  provided  with  greater 
and  timelier  information  on  the  nature 
and  costs  of  the  settlement  process  was 
clearly  demonstrated  in  the  rulemaking 
that  led  to  the  recent  revisions  to  the 
GFE  and  HUD-l/lA  disclosures  and 
related  requirements.  However,  HUD 
also  seeks  to  avoid  economic 
inefficiencies  and  burdens  on  other 
participants  in  the  mortgage  process  that 
could  harm  consumers  through 
increased  settlement  costs,  as  well  as  to 
recognize  technological  and  business 
arrangement  innovations  that  could 
reduce  settlement  costs  for  consumers. 

For  example,  HUD  has  been  reviewing 
industry  practices  in  the  funding  of 
residential  mortgage  loans,  and  the 
evolution  of  those  practices  since  HUD 
issued  its  major  revision  of  the  basic 
RESPA  regulations  in  1992  (57  FR 
49600,  November  2,  1992)  (“1992  rule”). 
In  the  1992  rule,  HUD  codified  a 
regulatory  exemption  from  the  RESPA 
requirements  for  transactions  in  the  . 
secondary  market.^  Subsequently,  in  a 
1993  proposed  rule^  and  1994  final 
mle,3  HUD  discussed  and  revised  the 
secondary  market  exemption,  and  added 
a  new  definition  of  “table  funding”.'* 
Since  1992,  HUD’s  regulations  have 
provided  some  type  of  exemption  from 


'The  1992  rule  noted  an  exemption  for  “bona  fide 
secondary  market  transactions”  (57  FR  at  49605); 
codified  the  exemption  in  24  CFR  3500.5(b)(3)  (57 
FR  at  49609);  and  added  Appendix  B,  Illustration 
5,  as  an  example  of  a  transaction  in  the  secondary' 
market  (57  FR  at  49618). 

2  58  FR  28478  (May  13,  1993). 

259  FR  6506  (February  10,  1994). 

■'See,  24  CFR  3500.5(b)(7)  (“Secondary  market 
transactions”);  and  3500.2  (definition  of  “Table 
funding”). 


RESPA  for  bona  fide  transfers  of  the 
mortgage  loan  obligation  in  the 
secondary  market.  In  the  1992  rule, 

HUD  stated  that  “[i]n  determining  what 
constitutes  a  bona  fide  transfer,  HUD 
would  consider  the  real  source  of  the 
funding  and  the  real  interest  of  the 
settlement  lender.”  (See  57  FR  at  49609; 
“settlement  lender”  later  changed  to 
“funding  lender”  as  clarification  in 
February  10.  1994  final  rule.  See  59  FR 
at  6509).  In  the  1992  rule,  HUD  also 
referenced  “table  funding”  in  clarifying 
how  the  exemption  would  apply  to 
mortgage  broker  transactions. 

HUD  has  continrfed  to  review 
mortgage  loan  funding  practices  and  is 
considering  issuing  guidance  to  address 
changes  in  the  operation  of  warehouse 
lending  since  HUD’s  RESPA  regulations 
relevant  to  this  area  were  promulgated 
and  revised  over  15  years  ago.  To  assist 
HUD  in  determining  both  whether 
updated  guidance  would  be  helpful  and 
the  scope  of  such  guidance,  HUD  is 
seeking  information  on  the  current  state 
of  warehouse  lending  and  how  it 
currently  operates  within  residential 
real  estate  mortgage  transactions.  HUD 
particularly  seeks  input  from  the 
mortgage  lending  industry,  including 
specifically  warehouse  lenders,  retail 
lenders,  mortgage  bankers,  wholesale 
lenders,  correspondent  lenders,  and 
mortgage  brokers,  and  from  federal, 
state,  and  local  consumer  protection  and 
enforcement  agencies;  consumer  groups; 
and  other  members  of  the  public. 

III.  Suggested  Topics  for  Comment 

HUD  encourages  commenters  to 
provide  any  relevant  information 
describing  and  discussing  the  structures 
and  operation  of  warehouse  lending  and 
other  mechanisms  currently  used  to 
fund  mortgage  loans.  HUD  suggests  the 
following  specific  questions  for  which 
answers  could  provide  HUD  with 
helpful  information  as  it  assesses  the 
need  for  and  extent  of  any  further 
guidance  in  this  area: 

(1)  What  are  the  general 
characteristics  of  warehouse  lending  in 
the  context  of  mortgage  loan  financing? 
Specifically: 

(a)  How  does  a  warehouse  lender 
provide  funding  to  loan  originators  [e.g., 
through  a  line  of  credit;  by  funding 
individual  loans;  any  other  method)?  If 
funding  is  provided  through  a  line  of 
credit,  what  characteristics  indicate  a 
bona  fide  warehouse  line  of  credit? 

With  regard  to  each  type  of  funding 
provided,  what  criteria  does  the 
warehouse  lender  use  to  determine  that 
it  will  provide  funding  to  a  loan 
orioinator? 

(b)  What  mechanisms  are  used  by  the 
warehouse  lender  to  assure  repayment 


of  the  funding  pwovided  to  the  loan 
originator?  For  example,  what  security 
is  taken  or  other  evidence  of  the  debt 
obligation  is  accepted,  and  what  kinds 
of  agreements  are  made  concerning 
liability  for  repayment? 

(c)  Does  ownership  of  a  mortgage  loan 
that  is  originated  by  a  loan  originator 
who  is  funded  by  the  warehouse  lender 
ever  transfer  to  the  warehouse  lender?  If 
ownership  does  transfer,  how  does  the 
transfer  occur  (e.g.,  through  purchase  or 
assignment),  and  for  typically  what 
period  of  time?  Additionally,  how  is  the 
transfer  of  ownership  accomplished 
(e.g.,  does  physical  possession  change)? 

(d)  If  ownership  of  loans  is  transferred 
to  the  warehouse  lender,  are  the  loan 
originators  ever  obligated  to  repurchase 
the  loan  under  a  repurchase  agreement? 

If  so,  how  often  is  a  repurchase 
agreement  used  in  such  transactions? 

Is  the  obligation  to  repurchase  a  loan 
subject  to  such  an  agreement  absolute  or 
conditional?  If  conditional,  please 
describe  the  typical  conditions  that 
apply. 

What  repurchase  agreement  terms  are 
necessary  to  ensure  that  the 
arrangement  between  the  warehouse 
lender  and  loan  originator  is  truly  only 
a  financing  mechanism  for  the  loan 
originator’s  business?  Specifically,  what 
agreement  terms  are  necessary  to 
conclude  that  the  arrangement  is  a 
mechanism  for  financing  a  loan 
originator,  as  distinguished  from  a 
method  of  funding  an  individual  loan 
(e.g.,  the  lack  of  conditions  on  the  loan 
originator’s  obligation  to  repurchase  the 
loan)?  Are  there  factors  beyond  the 
repurchase  agreement  between  the 
parties  that  HUD  should  consider  in 
determining  the  real  interests  of  the 
parties  with  regard  to  each  loan 
transaction?  If  so,  please  identify  any 
such  factors. 

(e)  To  what  extent  is  the  warehouse 
lender  involved  in  the  loan-level  credit 
approval  decision  with  respect  to  each 
mortgage  loan  application? 

What  level  of  scrutiny  do  warehouse 
lenders  engage  in  with  regard  to  ' 
individual  loan  files  on  originated 
loans? 

When  does  this  review  take  place  in 
the  transaction  (e.g.,  before  a  funding 
commitment;  after  a  funding 
commitment  but  before  settlement)? 

Does  the  warehouse  lender  establish 
underwriting  criteria  that  must  be 
accepted  by  the  loan  originator?  Do  the 
criteria  vary  based  on  fluctuations  in  the 
market?  Do  the  criteria  change  at  the 
discretion  of  the  warehouse  lender? 

Do  warehouse  lenders  approve  the 
funding  of  individual  loans  before 
settlement? 
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Does  the  size  or  creditworthiness  of 
the  loan  originator  influence  the  level  of 
scrutiny  of  individual  loans? 

(f)  How  has  warehouse  lending 
evolved  since  HUD  issued  its 
regulations  on  table  funding  and 
secondary  market  transactions  in  1994? 

(2)  What  particular  characteristics 
distinguish  warehouse  lending  from 
retail  lending?  What  is  the  role  of 
warehouse  lending  within  the  primary 
mortgage  market  versus  the  secondary 
market? 

(3)  What  distinguishes  the  funding  of 
a  mortgage  loan  from  a  sale  of  the 
mortgage  loan  in  the  secondary  market? 
For  example,  what  characteristics 
indicate  a  bona  fide  transfer  of  the  loan 
obligation,  such  that  the  transaction 
would  be  a  secondary  market 
transaction  that  is  not  covered  by  HDD’s 
RESPA  regulations? 

What  are  the  basic  mechanics  for  the 
sale  of  a  loan  by  a  warehouse  lender 
into  the  secondary  market?  Specifically, 
what  are  the  mechanics  for  identifying, 
locating,  and  transferring  mortgages  to 
secondary  market  participants,  and 
what  are  the  respective  roles  of  each  of 
the  parties  involved  in  these  activities? 

Do  warehouse  lenders  sell  directly  to 
the  secondary  market?  Do  warehouse 
lenders  utilize  loan  originators  in  the 
sale  of  loans  into  the  secondary  market? 
If  so,  how? 

Do  warehouse  lenders  participate  in 
purchasing  loans  in  the  secondary 
market?  If  so,  do  warehouse  lenders 
purchase  loans  from  loan  originators 
with  whom  they  have  a  warehouse 
lending  relationship?  Do  the  criteria  for 
purchase  from  a  loan  originator  within 
the  warehouse  lending  relationship 
differ  firom  the  criteria  for  purchase  from 
a  loan  originator  without  this 
relationship? 

Is  there  a  need  to  clarify  the 
secondary  market  exemption  as  set  forth 
in  24  CFR  3500.5(b)(7)?  If  so,  how 
should  the  exemption  be  clarified? 

(4)  What  role  does  a  warehouse  lender 
play  in  a  table  funded  transaction? 

Does  a  warehouse  lender  fund  loans 
at  settlement  contemporaneously  with 
assignment  of  the  loans  to  the 
warehouse  lender  by  the  loan  originator, 
or  contemporaneously  with  receiving 
some  other  evidence  of  a  debt  obligation 
from  the  loan  originator? 

(5)  What,  if  any,  characteristics 
distinguish  a  table  funded  transaction 
completed  by  a  mortgage  broker  from  a 
loan  made  by  a  mortgage  banker  who 
has  an  advance  commitment  to  sell  the 
loan  after  settlement? 

(6)  Does  a  warehouse  lender  fund 
mortgage  loans  within  the  meaning  of 
“settlement  service”  as  that  term  is 


defined  in  section  2  of  RESPA  and  24 
CFR  3500.2? 

(7)  What  factors  determine  who  is 
identified  as  the  payee  on  the  mortgage 
loan  note? 

(8)  Have  concerns  about  protection 
under  bankruptcy  laws  influenced 
changes  in  how  warehouse  lenders 
operate  in  relation  to  loan  originators?  If 
so,  what  concerns,  and  what  changes 
have  resulted? 

(9)  What  do  warehouse  lenders  regard 
as  being  their  obligations  for  providing 
fhe  disclosures  required  under  RESPA? 
For  example,  in  a  mortgage  loan 
transaction  that  involves  a  warehouse 
lender,  what  is  the  warehouse  lender’s 
obligation  with  regard  to  providing  a 
good  faith  estimate  disclosure  to  the 
borrower? 

(10)  Do  consumers  or  others  have 
concerns  with  regard  to  mortgage 
industry  participants’  current 
interpretation  of  HUD’s  secondary 
market  exemption,  including  the  impact 
that  such  interpretations  may  have  on 
consumers  regarding  coverage  of  RESPA 
disclosures  and  Section  8  protections 
against  kickbacks  and  referral  fees? 

Authority:  12  U.S.C.  2601-2617;  42  U.S.C. 
3535(<1). 

Dated:  November  16,  2010. 

Helen  R.  Kanovsky, 

General  Counsel. 
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DEPARTMENT  OF  THE  INTERIOR 

Central  Utah  Project  Completion  Act 

AGENCY:  Department  of  the  Interior, 
Office  of  the  Assistant  Secretary — Water 
and  Science. 

ACTION:  Notice  of  availability  of  the 
Finding  of  No  Significant  Impact 
(FONSI)  and  associated  Final 
Environmental  Assessment  (EA) — 
Realignment  of  a  Portion  of  the  Utah 
Lake  Drainage  Basin  Water  Delivery 
System. 

SUMMARY:  On  November  15,  2010,  the 
Department  of  the  Interior  (Interior), 
signed  a  FONSI  associated  with  the 
Final  EA — Realignment  of  a  Portion  of 
the  Utah  Lake  Drainage  Basin  Water 
Delivery  System.  Interior  has 
determined  that  the  proposed  action  as 
detailed  in  the  FONSI  will  not  have  a 
significant  impact  on  the  quality  of  the 
human  environment,  and  that  an 
environmental  impact  statement  is  not 
required. 

ADDRESSES:  Copies  of  the  EA  and  FONSI 
are  available  for  inspection  at: 


•  Central  Utah  Water  Conservancy 
District,  355  West  University  Parkway, 
Orem,  Utah  84058-7303. 

•  Department  of  the  Interior,  Central 
Utah  Project  Completion  Act  Office,  302 
East  1860  South,  Provo,  Utah  84606. 

The  documents  are  also  available  at 
http://www.cuwcd.com  and  http:// 
www.cupcao.gov. 

FOR  FURTHER  INFORMATION:  Contact  Mr. 
Lee  Baxter,  Central  Utah  Project 
Completion  Act  Office,  302  East  1860 
South,  Provo,  Utah  84606;  (801)  379- 
1174;  e-mail  at  Ibaxter@uc.usbr.gov. 

Date:  November  17,  2010. 

Reed  R.  Murray, 

Program  Director,  Central  Utah  Project 
Completion  Act,  Department  of  the  Interior. 
[FR  Doc.  2010-29582  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4310-RK-P 


DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R1-ES-201D-N227;  10120-1113- 
0000-C4] 

Endangered  and  Threatened  Wiidlife 
and  Plants;  5* Year  Status  Reviews  of 
58  Species  in  Washington,  Oregon, 
California,  and  Hawaii 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  initiation  of  reviews; 
request  for  information. 

SUMMARY:  We,  the  U.S.  Fish  and 
Wildlife  Service,  are  initiating  5-year 
reviews  for  58  species  in  Washington, 
Oregon,  California,  and  Hawaii  under 
the  Endangered  Species  Act  of  1973,  as 
amended  (Act).  We  request  any  new 
information  on  these  species  that  may 
have  a  bearing  on  their  classification  as 
endangered  or  threatened.  Based  on  the 
results  of  our  5-year  reviews  we  will 
determine  whether  these  species  are 
properly  classified  under  the  Act. 

DATES:  To  ensure  consideration  in  our 
reviews,  we  are  requesting  submission 
of  new  information  no  later  than 
January  24,  2011.  However,  we  will 
continue  to  accept  new  information 
about  any  listed  species  at  any  time. 
ADDRESSES:  For  the  52  species  in  Hawaii 
(see  Table  1  below),  submit  information 
to:  Field  Supervisor,  Attention:  5-Year 
Review,  L^.S..  Fish  and  Wildlife  Service, 
Pacific  Islands  Fish  emd  Wildlife  Office, 
300  Ala  Moana  Blvd.,  Room  3-122,  Box 
50088,  Honolulu,  HI  96850.  Information 
can  also  be  submitted  by  e-mail  to: 
pifwo-5yr-review@fws.gov. 

For  the  Oregon  silverspot  butterfly, 
northern  spotted  owl,  and 
Stephanomeria  malheurensis,  submit 
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information  to:  Field  Supervisor, 
Attention:  5-Year  Review,  U.S.  Fish  and 
Wildlife  Service,  Oregon  Fish  and 
Wildlife  Office,  2600  SE.  98th  Avenue, 
Suite  100,  Portland,  OR  97266. 
Information  can  also  be  submitted  by  e- 
mail  to:  fwlorfiveyearreview@fws.gov. 

For  the  Columbian  white-tailed  deer, 
Hackelia  venusta,  and  Sidalcea  oregana 
var.  calva,  submit  information  to:  Field 
Supervisor,  Attention:  5-Year  Review, 
U.S.  Fish  and  Wildlife  Service, 
Washington  Fish  and  Wildlife  Office, 
510  Desmond  Dr.  SE.,  Suite  102,  Lacey, 
WA  98503. 

FOR  FURTHER  INFORMATION  CONTACT: 

Marilet  Zablan,  U.S.  Fish  and  Wildlife 
Service,  Pacific  Islands  Fish  and 
Wildlife  Office  [see  ADDRESSES),  808- 
792-9400  (for  species  in  Hawaii);  Jeff 
Dillon,  U.S.  Fish  and  Wildlife  Service, 
Oregon  Fish  and  Wildlife  Office,  503- 
231-6179  (for  Oregon  silverspot 
butterfly,  northern  spotted  owl,  and 
Stephanomeria  nialheurensis);  or  Jodi 
Bush,  U.S.  Fish  and  Wildlife  Service, 
Washington  Fish  and  Wildlife  Office, 
360-753-9440  (for  Columbian  white¬ 


tailed  deer,  Hackelia  venusta,  and 
Sidalcea  oregana  var.  calva). 

Individuals  who  are  hearing  impaired  or 
speech  impaired  may  call  the  Federal 
Relay  Service  at  (800)  877-8337  for  TTY 
assistance. 

SUPPLEMENTARY  INFORMATION: 

I.  Why  do  we  conduct  5-year  reviews? 

Under  the  Act  (16  U.S.C.  1531  et  seq.), 
we  maintain  Lists  of  Endangered  and 
Threatened  Wildlife  and  Plants  (which 
we  collectively  refer  to  as  the  List)  in 
the  Code  of  Federal  Regulations  (CFR)  at 
50  CFR  17.11  (for  animals)  and  17.12 
(for  plants).  Section  4(c)(2)(A)  of  the  Act 
requires  us  to  review  each  listed 
species’  status  at  least  once  every  5 
years.  Then,  under  section  4(c)(2)(B),  we 
determine  whether  to  remove  any 
species  from  the  List  (delist),  to 
reclassify  it  from  endangered  to 
threatened,  to  reclassify  it  from 
threatened  to  endangered,  or  to 
conclude  that  the  current  .listing  is 
appropriate.  Any  change  in  Federal 
classification  requires  a  separate 
rulemaking  process. 


We  use  the  following  definitions, 
from  50  CFR  424.02,  in  our  analysis  of 
classification  status: 

(A)  Species  includes  any  species  or 
subspecies  of  fish,  wildlife,  or  plant, 
and  any  distinct  population  segment  of 
any  species  of  vertebrate,  that 
interbreeds  when  mature; 

(B)  Endangered  species  means  any 
species  that  is  in  danger  of  extinction 
throughout  all  or  a  significant  portion  of 
its  range;  and 

(C)  Threatened  species  means  any 
species  that  is  likely  to  become  an 
endangered  species  within  the 
foreseeable  future  throughout  all  or  a 
significant  portion  of  its  range. 

Our  regulations  at  50  CFR  424.21' 
require  that  we  publish  a  notice  in  the 
Federal  Register  announcing  those 
species  under  active  review. 

II.  What  Species  Are  Under  Review 

This  notice  announces  our  activ'e 
review  of  the  58  species  listed  in  Table 
1. 


Table  1— Species  for  Which  We  Are  Initiating  a  Status  Review  To  Determine  if  They, Are  Appropriately 

Listed  Under  the  U.S,  Endangered  Species  Act 


Common  name 

Scientific  name  | 

Status 

Where  listed 

Final  listing  rule 

animals 

Butterfly,  Oregon  silverspot  ... 

Speyeria  zerene  hippolyta . 

Threatened  . 

U.S.A.  (CA,  OR,  WA) . 

45  FR  44935;  7/2/ 
1980. 

Creeper,  Oahu  . 

Paroreomyza  maculata . 

Endangered  . 

U.S.A.  (HI)  . 

35  FR  16047;  10/13/ 
1970. 

Deer,  Columbian  white-tailed 

Odocoileus  virginianus  leucurus . 

Endangered  . 

U.S.A.  (OR,  WA) . 

32  FR  4001;  3/11/ 
1967. 

Elepaio,  Oahu  . . . 

Chasiempis  sandwichensis  ibidis  .... 

Endangered  . 

U.S.A.  (HI)  . 

65  FR  20760;  4/18/ 
2000. 

Owl,  northern  spotted  . 

Strix  occidentalis  caurina . 

Threatened  . 

U.S.A.  (CA.  OR,  WA),  Can¬ 
ada  (B.C). 

55  FR  26194;  6/26/ 
1990. 

PLANTS 


Chaff-flower,  round-leaved . 

Achyranthes  splendens  var. 

Endangered  . 

U.S.A.  (HI)  . 

51  FR  10518;  3/26/ 

Mahoe  . . 

rotundata. 

Alectryon  macrococcus  . ' . 

Endangered  . 

U.S.A.  (HI)  . 

1986. 

57  FR  20772;  5/15/ 

No  common  name  . 

Alsinidendron  trinerve . . . 

Endangered  . 

U.S.A.  (HI)  . 

1992. 

56  FR  55770;  10/29/ 

No  common  name  . 

Bonamia  menziesii  . 

Endangered . 

U.S.A.  (HI)  . 

1991. 

59  FR  56333;  11/10/ 

Awiwi  . 

Centaurium  sebaeoides . 

Endangered . 

U.S.A.  (HI)  . . . 

1994. 

56  FR  55770;  10/29/ 

Pauoa . . . 

Ctenitis  squamigera . 

Endangered  . 

U.S.A.  (HI)  . 

1991. 

59  FR  49025;  9/26/ 

No  common  name  . 

Cyanea  (=Rollandia)  crispa . 

Endangered  . 

U.S.A.  (HI)  . 

1994. 

59  FR  14482;  3/28/ 

Haha . 

Cyanea  acuminata . 

Endangered  . 

U.S*.A.  (HI)  . 

1994. 

61  FR  53089;  10/10/ 

Haha . 

Cyanea  koolauensis  . 

Endangered  . 

U.S.A.  (HI)  . 

1996. 

61  FR  53089;  10/10/ 

Pu‘uka‘a  . 

Cyperus  trachysanthos . 

Endangered . 

U.S.A.  (HI)  . 

1996. 

61  FR  53108;  10/10/ 

Ha'iwale . 

Cyrtandra  polyantha  . 

Endangered  . 

U.S.A.  (HI)  . 

1996. 

59  FR  14482;  3/28/ 

Ha'iwale . 

Cyrtandra  subumbellata  . 

Endangered . 

U.S.A.  (HI)  . 

1994. 

61  FR  53089;  10/10/ 

1996. 
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Table  1— Species  for  Which  We  Are  Initiating  a  Status  Review  To  Determine  if  They  Are  Appropriately 
•  Listed  Under  the  U.S.  Endangered  Species  Act— Continued 


Common  name 

Scientific  name 

Status 

Where  listed 

Final  listing  rule 

Ha'iwale . 

Cyrtandra  viridiflora  . 

Endangered . 

U.S.A.  (HI)  . 

61  FR  53089;  10/10/ 

Oha  . 

I 

Delissea  subcordata . 

Endangered  . 

U.S.A.  (HI)  . 

1996. 

61  FR  53089;  10/10/ 
1996. 

56  FR  55770;  10/29/ 

Na'ena'e  . 

Dubautia  herbstobatae . 

Endangered . 

U.S.A.  (HI)  . 

Nioi  . 

Eugenia  koolauensis  . 

Endangered . 

U.S.A.  (HI)  . 

1991. 

59  FR  14482;  3/28/ 
1994. 

59  FR  56333;  11/10/ 

Mehamehame  . 

Flueggea  neowawraea . 

Endangered . 

U.S.A.  (HI)  . 

Nanu . 

Gardenia  mannii . 

Endangered  . 

U.S.A.  (HI)  . 

1994. 

61  FR  53089;  10/10/ 

Stickseed,  showy  . 

Hackelia  venusta  . 

Endangered . 

U.S.A.  (WA)  . . 

1996. 

67  FR  5515;  2/06/ 

No  common  name  . 

Hedyotis  parvula . 

Endangered . 

U.S.A.  (HI)  . 

2002. 

56  FR  55770;  10/29/ 

No  common  name  . 

! 

Hesperomannia  arborescens  . 

Endangered . 

U.S.A.  (HI)  . 

1991. 

59  FR  14482;  3/28/ 

No  common  name  . 

Hesperomannia  arbuscula . 

Endangered  . 

U.S.A.  (HI)  . 

1994. 

56  FR  55770;  10/29/ 

Ma'o  hau  hele,  (=native  yel- 

Hibiscus  brackenridgei  . 

Endangered . 

U.S.A.  (HI)  . : . 

1991. 

59  FR  56333;  11/10/ 

low  hibiscus). 

Aupaka  . 

Isodendrion  laurifolium  . 

Endangered  . 

U.S.A.  (HI)  . 

1994. 

61  FR  53108;  10/10/ 

Kamakahala  . 

Labordia  cyrtandrae . 

Endangered . 

U.S.A.  (HI)  . 

1996. 

61  FR  53089;  10/10/ 

‘Anaunau  . 

Lepidium  arbuscula  . 

Endangered  ...;.. 

U.S.A.  (HI)  . 

1996. 

61  FR  53089;  10/10/ 

No  common  name  . 

Lobelia  gaudichaudii  ssp. 

Endangered  . 

U.S.A.  (HI)  . 

1996. 

61  FR  53089;  10/10/ 

No  common  name  . . 

koolauensis. 

Lobelia  monostachya . . 

Endangered . 

U.S.A.  (HI)  . 

1996. 

61  FR  53089;  10/10/ 

Wawae'iole . 

Lycopodium  (=Phlegmariurus) 

Endangered  . 

U.S.A.  (HI)  . 

1996. 

59  FR  14482;  3/28/ 

No  common  name  . 

nutans. 

Lysimachia  filifolia . 

Endangered  . 

U.S.A.  (HI)  . . . 

1994. 

59  FR  9304;  2/25/ 

No  common  name  . 

Mariscus  pennatiformis . 

Endangered . 

U.S.A.  (HI)  . 

1994. 

59  FR  56333;  11/10/ 

Alani  . 

Melicope  lydgatei . 

Endangered 

U.S.A.  (HI)  . 

1994. 

59  FR  14482;  3/28/ 

Kolea  . 

Myrsine  juddii . . . 

Endangered . 

U.S.A.  (HI)  . 

1994. 

61  FR  53089;  10/10/ 

No  common  name  . 

Neraudia  angulata  . 

Endangered . 

U.S.A.  (HI)  . 

1996. 

56  FR  55770;  10/29/ 
1991. 

56  FR  55770;  10/29/ 

Kulu'i  . 

Nototrichium  humile . 

Endangered . 

U.S.A.  (HI)  . 

No  common  name  . 

' 

Phyllostegia  hirsuta  . 

Endangered . 

U.S.A.  (HI)  . 

1991. 

61  FR  53089;  10/10/ 

No  common  name  . 

Phyllostegia  kaalaensis . 

Endangered" . 

U.S.A.  (HI)  . 

1996. 

61  FR  53089;  10/10/ 
1996. 

56  FR  55770;  10/29/ 
1991. 

59  FR  56333;  11/10/ 
1994. 

61  FR  53089;  10/10/ 
1996. 

56  FR  55770;  10/29/ 

No  common  name  . 

Phyllostegia  mollis . 

Endangered . 

U.S.A.  (HI)  . . 

Kuahiwi  laukahi  . 

Plantago  princeps . 

Endangered  . 

U.S.A.  (HI)  . 

Lo'ulu . 

Pritchardia  kaalae . 

Endangered  .....'. 

U.S.A.  (HI)  . 

No  common  name  . ?. . 

Sanicula  mariversa . 

Endangered  . 

U.S.A.  (HI)  . 

Schiedea,  Diamond  Head . 

I  Schiedea  adamantis . 

Endangered  . 

U.S.A.  (HI)  - . 

1991. 

49  FR  6099;  2/17/ 
1984. 

I 

No  common  name  . 

j  Schiedea  kaalae . 

!  Endangered . 

U.S.A.  (HI)  . . 

56  FR  55770;  10/29/ 

Ma'oli'oli  . 

I 

Schiedea  kealiae . 

I 

I  Endangered  . 

U.S.A.  (HI)  . 

1991. 

61  FR  53089;  10/10/ 

I 

• 

1996. 

No  common  name  . 

i  Schiedea  nuttallii  . 

Endangered  . 

U.S.A.  (HI)  . 

61  FR  53108;  10/10/ 

Checker-mallow,  Wenatchee 

I  Sidalcea  oregana  var.  calva . 

Endangered . 

U.S.A.  (WA)  . 

1996. 

64  FR  71680;  12/22/ 

Mountains. 

No  common  name  . 

j  Silene  pedmanii . 

Endangered . 

U.S.A.  (HI)  . 

1999. 

56  FR  55770;  10/29/ 

I 

1991. 
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Table  1— Species  for  Which  We  Are  Initiating  a  Status  Review  To  Determine  if  They  Are  Appropriately 
Listed  Under  the  U.S.  Endangered  Species  Act— Continued 


Common  name 

[ 

Scientific  name 

Status 

Where  listed 

Final  listing  rule 

No  common  name  . 

Stenogyne  kanehoana . 

Endangered  . 

U.S.A.  (HI)  . 

57  FR  20592;  5/13/ 
1992. 

Wire-lettuce,  Malheur . 

Stephanomeria  malheurensis . 

Endangered  . 

U.S.A.  (OR)  . . 

47  FR  50881;  11/10/ 
1982. 

No  common  name  . 

Tetramolopium  filiforme . 

Endangered  . 

U.S.A.  (HI)  . 

56  FR  55770;  10/29/ 
1991. 

No  common  name  . 

Tetramolopium  lepidotum  ssp. 
lepidotum. 

Endangered  . 

U.S.A.  (HI)  . 

56  FR  55770;  10/29/ 
1991. 

No  common  name  . 

Trematolobelia  singularis . 

Endangered . 

U.S.A.  (HI)  . 

61  FR  53089;  10/10/ 
1996. 

Pamakani  . 

Viola  -  chamissoniana  ssp. 

chamissoniana. 

Endangered  . 

U.S.A.  (HI)  . 

56  FR  55770;  10/29/ 
1991. 

III.  What  information  do  we  consider  in 
the  review? 

A  5-year  review  considers  all  new 
information  available  at  the  time  of  the 
review.  In  conducting  these  reviews,  we 
consider  the  best  scientific  and 
commercial  data  that  has  become 
available  since  the  listing  determination 
or  most  recent  status  review,  such  as: 

(A)  Species  biology  including,  but  not 
limited  to,  population  trends, 
distribution,  abundance,  demographics, 
and  genetics; 

(B)  Habitat  conditions  including,  but 
not  limited  to,  amount,  distribution,  and 
suitability; 

(C)  Conservation  measures  that  have 
been  implemented  that  benefit  the 
species; 

(D)  Threat  status  and  trends  (see  five 
factors  under  heading  “How  Do  We 
Determine  Whether  a  Species  is 
Endangered  or  Threatened?”);  and 

(E)  Other  new  information,  data,  or 
corrections  including,  but  not  limited 
to,  taxonomic  or  nomenclatural  changes, 
identification  of  erroneous  information 
contained  in  the  List,  and  improved 
analytical  methods. 

rV.  How  do  we  determine  whether  a 
species  is  endangered  or  threatened? 

Section  4(a)(1)  of  the  Act  requires  that 
we  determine  whether  a  species  is 
endangered  or  threatened  based  on  one 
or  more  of  the  five  following  factors: 

(A)  The  present  or  threatened 
destruction,  modification,  or 
curtailment  of  its  habitat  or  range; 

(B)  Overutilization  for  commercial, 
recreational,  scientific,  or  educational 
purposes; 

(C)  Disease  or  predation; 

(D)  The  inadequacy  of  existing 
regulatory  mechanisms;  or 

(E)  Other  natural  or  manmade  factors 
affecting  its  continued  existence. 

Under  section  4(b)(1)  of  the  Act,  we 
must  base  our  assessment  of  these 
factors  solely  on  the  best  scientific  and 
commercial  data  available. 


V.  What  could  happen  as  a  result  of  this 
review? 

For  each  species  under  review,  if  we 
find  new  information  that  indicates  a 
change  in  classification  may  be 
warranted,  we  may  propose,  through 
formal  rulemaking,  to: 

(A)  Reclassify  the  species  from 
threatened  to  endangered  (uplist); 

(B)  Reclassify  the  species  from 
endangered  to  threatened  (downlist);  or 

(C)  Remove  the  species  from  the  List 
(delist). 

If  we  determine  that  a  change  in 
classification  is  not  warranted,  then  no 
formal  rulemaking  is  required;  the 
species  remains  on  the  List  under  its 
current  status. 

.  VI.  Request  for  New  Information 

To  ensure  that  a  5-year  review  is 
complete  and  based  on  the  best 
available  scientific  and  commercial 
information,  we  request  new 
information  from  all  sources.  See  “What 
Information  Do  We  Consider  in  Our 
Review?”  for  specific  criteria.  If  you 
submit  information,  please  support  it 
with  documentation  such  as  maps, 
bibliographic  references,  methods  used 
to  gather  and  analyze  the  data,  and/or 
copies  of  any  pertinent  publications, 
reports,  or  letters  by  knowledgeable 
sources. 

If  you  wish  to  provide  information  for 
any  species ‘listed  above,  please  submit 
your  comments  and  materials  to  the 
Field  Supervisor  of  the  appropriate  Fish 
and  Wildlife  Office  (see  ADDRESSES' 
section). 

VII.  Public  Availability  of  Comments 

Before  including  your  address,  phone 
number,  e-mail  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 


to  withhold  your  personal  identifying 
information  from  public  review,  we' 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Comments  and  materials  received  will 
be  available  for  public  inspection,  by 
appointment,  during  normal  business 
hours  at  the  offices  where  the  comments 
are  submitted. 

VIII.  Completed  and  Active  Reviews 

A  list  of  all  completed  and  currently 
active  5-year  reviews  addressing  species 
for  which  the  Pacific  Region  of  the 
Service  has  lead  responsibility  is 
available  at:  http://www.fws.gov/pacific/ 
ecoservices/endangered/recovery/ 
5year.html. 

IX.  Authority 

This  document  is  published  under  the 
authority  of  the  Endangered  Species  Act 
of  1973,  as  amended  (16  U.S.C.  1531  et 
seq.). 

Dated:  November  2,  2010. 

David  Patte. 

Acting  Regional  Director,  Region  1  Fish  and 
Wildlife  Service. 

[FR  Doc.  2010-29584  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4310-55-P 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

Notice  of  Availability  of  the  Record  of 
Decision  (ROD)  for  the  Tuskegee 
Airmen  National  Historic  Site  General 
Management  Plan  and  Final 
Environmental  Impact  Statement  , 
(GMP/FEIS) 

AGENCY:  National  Park  Service, 
Department  of  the  Interior. 

ACTION:  Notice  of  Availability. 

SUMMARY:  Pursuant  to  42  U.S.C. 
4332(2)(C)  of  the  National 
Environmental  Policy  Act  of  1969  and 
National  Park  Service  (NPS)  policy  in 
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»  Director’s  Order  Number  2  (Park 
Planning)  and  Director’s  Order  Number 
12  (Conservation  Planning, 
Environmental  Impact  Analysis,  and 
Decision-making)  the  NPS  announces 
the  availability  of  the  ROD  for  the  GMP/ 
FEIS  for  the  Tuskegee  Airmen  National 
Historic  Site,  Tuskegee,  Alabama.  On 
August  11,  2010,  the  Regional  Director, 
NPS,  Southeast  Region,  approved  the 
ROD  for  the  project.  The  ROD  includes 
a  description  of  the  project’s 
background,  a  decision  statement, 
synopses  of  other  alternatives 
considered,  the  basis  for  the  final 
decision,  findings  on  impairment  of  the 
site’s  resources  and  values,  a 
description  of  the  environmentally 
preferable  alternative,  and  an  overview 
of  public  and  agency  involvement  in  the 
planning  process. 

DATES:  The  ROD  was  signed  by  the 
Regional  Director,  NPS,  Southeast 
Region,  on  August  11,  2010. 

ADDRESSES;  Copies  of  the  ROD  are 
available  by  contacting  the  Park 
Superintendent  at  the  Tuskegee  Airmen 
National  Historic  Site  (NHS),  1616 
Chappie  James  Avenue,  Tuskegee, 
Alabama  36083;  telephone:  334-727- 
6390. 

SUPPLEMENTARY  INFORMATION:  Five 
alternatives  were  evaluated  in  the  EIS. 
Alternative  A,  the  no-action  alternative, 
described  current  management  of  the 
site  and  served  as  a  basis  for  comparison 
in  evaluating  the  other  alternatives. 
Alternative  B  emphasized  the  natural 
environment  by  keeping  Tuskegee 
Airmen  NHS  largely  undeveloped  and 
natural  in  character  outside  of  the  core 
historic  area.  Alternative  C  aims  to 
restore  much  of  the  Park  to  its  historic 
1945  appearance.  Alternative  D  is  the 
selected  alternative.  It  preserves  and 
protects  cultural  resources  and  the  core 
historic  area  while  offering  the  most 
diversity  of  visitor  interpretive 
programs,  natural  areas,  and 
recreational  opportunities.  Alternative  E 
preserved  the  core  historic  area  and 
offered  the  most  recreational 
opportunities. 

Among  the  five  alternatives 
considered,  the  selected  alternative  best 
protects  the  diversity  of  Park  resources 
while  also  maintaining  a  range  of 
quality  visitor  experiences,  meets  NPS 
purposes  and  goals  for  the  Tuskegee 
Airmen  NHS,  and  meets  National 
Environmental  Policy  Act  goals.  The 
selected  alternative  will  not  result  in  the 
impairment  of  Park  resources  and  will 
allow  the  NPS  to  conserve  Park 
resources  and  provide  for  their 
enjoyment  by  visitors. 

Authority  :  The  authority  for  publishing 
this  notice  is  40  CFR.  1506.6. 


FOR  FURTHER  INFORMATION  CONTACT: 

Contact  the  Superintendent,  Tuskegee 
Airmen  NHS,  at  the  address  and 
telephone  number  shown  above.  An 
electronic  copy  of  the  ROD  is  available 
on  the  Internet  at  http:// 
parkplanning.nps.gov. 

The  responsible  official  for  this  ROD 
is  the  Regional  Director,  Southeast 
Region,  NPS,  100  Alabama  Street,  SW., 
1924  Building,  Atlanta,  Georgia  30303. 

Dated;  September  20,  2010. 

David  Vela, 

Regional  Director,  Southeast  Region. 

[FR  Doc.  2010^29539  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4312-KB-P 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

[2031-A046-409] 

General  Management  Plan/Wilderness 
Study/Off-Road  Vehicle  Management 
Plan,  Final  Environmental  Impact 
Statement,  Big  Cypress  National 
Preserve  Addition,  Florida 

agency:  National  Park  Service,'  Interior. 
ACTION:  Notice  of  Availability  of  the 
Final  Environmental  Impact  Statement 
for  the  General  Management  Plan/ 
Wilderness  Study/Off-Road  Vehicle 
Management  Plan  (FEIS/GMP/WS/ORV 
Plan),  Big  Cypress  National  Preserve 
(Preserve)  Addition. 

summary:  Pursuant  to  42  U.S.C. 
4332(2)(C)  of  the  National 
Environmental  Policy  Act  of  1969  and 
National  Park  Service  (NPS)  policy  in 
Director’s  Order  Number  2  (Park 
Planning)  and  Director’s  Order  Number 
12  (Conservation  Planning, 
Environmental  Impact  Analysis,  and 
Decision-making),  the  NPS  announces 
the  availability  of  a  Final  Environmental 
Impact  Statement  for  the  GMP/WS/ORV 
Plan  for  the  Big  Cypress  National 
Preserve  Addition,  Florida. 

The  1991  GMP  for  the  original 
Preserve  contains  no  guidance  for  the 
approximately  147,000  acres  added  to 
the  Preserve  in  1988  by  Public  Law  100- 
301  (the  Addition).  A  GMP  is  needed  to 
clearly  define  resource  conditions  and 
visitor  experiences  to  be  achieved  in  the 
Addition. 

DATES:  The  National  Park  Service  will 
execute  a  Record  of  Decision  (ROD)  iio 
sooner  than  30  days  following 
publication  by  the  Environmental 
Protection  Agency  of  the  Notice  of 
Availability  of  the  Final  Environmental 
Impact  Statement. 

ADDRESSES:  The  document  will  be 
available  for  public  review  online  at 


http://www.parkplanning.nps.gov/bicy. 

In  addition,  a  limited  number  of  CDs 
and  hard  copies  will  be  made  available 
at  Preserve  headquarters.  You  may  also 
request  a  hard  copy  or  CD  by  contacting 
Big  Cypress  National  Preserve,  33100 
Tamiami  Trail  East,  Ochopee,  Florida 
34141-1000;  telephone  239-695-1103, 
SUPPLEMENTARY  INFORMATION:  Public 
scoping  was  initiated  in  the  summer  of 
2001.  Public  meetings  and  seven 
newsletters  were  used  to  keep  the 
public  informed  and  involved 
throughout  the  planning  process  for  the 
Addition.  The  Draft  GMP/WS/ORV 
Plan/EIS  was  distributed  to  other 
agencies,  interested  organizations,  and 
individuals  for  their  review  and 
comment  during  the  summer  of  2009. 
Four  public  meetings  and  wilderness 
hearings  were  held. 

The  draft  document  was  revised  as  a 
result  of  public  and  agency  feedback 
received  during  the  public  comment 
period.  The  Final  GMP/WS/ORV  Plan/ 
EIS  provides  a  framework  for 
management,  use,  and  development 
options  for  the  Addition  by  the  NPS  for 
the  next  15  to  20  years.  It  describes  four 
management  alternatives  for 
consideration,  including  a  no-action 
alternative  that  continues  the  current 
management  fi'amework.  The  three 
action  alternatives  present  a  range  of 
ORV  opportunities,  proposed 
wilderness,  and  visitor  facilities.  The 
document  analyzes  the  environmental 
impacts  of  the  alternatives. 

The  four  alternatives  (with  names  as 
they  appear  in  the  document)  are  as 
follows: 

Alternative  A:  No- Action 
Alternative — the  continuation  of  current 
management  practices  and  trends.  The 
enabling  legislation  would  be  the  long¬ 
term  document  to  guide  management 
and  development  of  the  Preserve. 

Alternative  B:  The  concept  for 
management  under  alternative  B  would 
be  to  enable  visitor  participation  in  a 
wide  variety  of  outdoor  recreational 
experiences.  It  would  nearly  maximize 
motorized  access  to  sustainable  trails 
(up  to  132  miles  of  motorized  trails), 
provide  the  least  amount  of  proposed 
wilderness  (about  37,567  acres),  and 
develop  limited  new  hiking-only  trails. 
The  entire  off-road  vehicle  (ORV)  trail 
system  would  be  implemented  without 
phased  establishment  and  the 
assessment  of  monitoring  results.  New 
visitor  and  operations  facilities  along 
the  1-75  corridor  would  also  be 
provided. 

Preferred  Alternative:  The  preferred 
alternative  would  provide  diverse 
ffontcountry  and  backcountry 
recreational  opportunities,  enhance  day 
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use  and  interpretive  opportunities  along 
road  corridors,  and  enhance  recreational 
opportunities  with  new  facilities  and 
services.  This  alternative  would  provide 
substantial  ORV  access  to  sustainable 
trails  (approximately  130  miles  of 
motorized  trails),  provide  a  moderate 
amount  of  proposed  wilderness  (about 
47,067  acres),  provide  nonmotorized 
trail  opportunities  and  new  camping 
opportunities,  and  develop  a 
partnership  approach  to  visitor 
orientation.  Implementation  of  the  ORV 
trail  system  would  be  phased  to  ensure 
protection  of  sensitive  species  and  the 
environment.  Areas  found  to  be  eligible 
for  wilderness  designation  but  not 
proposed  as  wilderness  would  be 
protected  through  management  zoning 
that  would  maintain  and  protect  natural 
values.  New  visitor  and  operations 
facilities  along  the  1-75  corridor  would 
also  be  provided. 

Alternative  F:  Alternative  F  would 
emphasize  resource  preservation, 
restoration,  and  research  while 
providing  recreational  opportunities 
with  limited  facilities  and  support.  This 
alternative  would  provide  the  maximum 
amount  of  wilderness  (about  71,260 
acres),  no  ORV  use,  and  minimal  new 
facilities  for  visitor  contact  along  1-75. 

Authority:  The  authority  for  publishing 
this  notice  is  40  CFR  1506.6. 

FOR  FURTHER  INFORMATION  CONTACT:  Big 

Cypress  National  Preserve  at  the  address 
and  telephone  number  shown  above. 

The  responsible  official' for  this  Final 
EIS  is  the  Regional  Director,  Southeast 
Region,  NPS,  100  Alabama  Street,  SW., 
1924  Building,  Atlanta,  Georgia  30303. 

Dated:  November  18,  2010. 

Gayle  Hazelwood, 

Acting  Regional  Director,  Southeast  Region, 
National  Park  Service.  ' 

[FR  Doc.  2010-29769  Filed  11-22-10;  4:15  pm] 

BILLING  CODE  4310-V6-P 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

Notice  of  Availability  of  the  Record  of 
Decision  for  the  Harvest  of  Glaucous- 
Winged  Gull  Eggs  by  Huna  TIingit  in 
Glacier  Bay  National  Park  and 
Preserve  Legislative  Environmental 
Impact  Statement 

AGENCY:  National  Park  Service,  Interior. 
ACTION:  Notice  of  availability  of  the 
Record  of  Decision  for  the  Harvest  of 
Glaucous- Winged  Gull  Eggs  by  Huna 
TIingit  in  Glacier  Bay  National  Park  and 
Preserve  Legislative  Environmental 
Impact  Statement. 


SUMMARY:  The  National  Park  Service 
(NPS)  announces  the  availability  of  the 
Record  of  Decision  (ROD)  for  the 
Legislative  Environmental  Impact 
Statement  (LEIS)  on  the  Harvest  of 
Glaucous-Winged  Gull  Eggs  by  Huna 
TIingit  in  Glacier  Bay  National  Park  and 
Preserve. 

The  Record  of  Decision  (ROD) 
documents  the  NPS  determination  that 
harvest  of  glaucous-winged  gull  eggs 
could  be  authorized  in  Glacier  Bay 
National  Park  without  impairing  the 
biological  sustainability  of  the  Park’s 
glaucous-winged  gull  population  or 
impacting  other  Park  purposes  and 
values.  Implementation  of  the  decision 
would  require  promulgation  of  public 
law  and  regulations,  revising  Title  36  of 
the  Code  of  Federal  Regulations. 

Section  4  of  the  Glacier  Bay  National 
Park  Resource  Management  Act  of  2000 
(Pub.  L.  106—455)  directed  the  NPS  to 
“*  *  *  undertake  a  study  of  sea  gulls 
living  within  the  park  to  assess  whether 
sea  gull  eggs  can  be  collected  on  a 
limited  basis  without  impairing  the 
biological  sustainability  of  the  sea  gull 
population  in  the  park.”  The  legislation 
also  states  that  if  the  study  determines 
collection  could  occur  without 
impairing  the  biological  sustainability  of 
the  gull  population  in  the  park,  “  *  *  * 
the  Secretary  shall  submit 
recommendations  for  legislation  *  *  *” 
to  the  House  and  Senate  authorizing 
committees. 

The  ROD  documents  the  NPS 
selection  of  Alternative  3  (Two  Annual 
Harvest  Visits  to  Five  Locations)  based 
on,  consideration  of  the  Park’s  purposes 
and  mission,  NPS  policies,  resource 
information  and  values  analyzed  in  the 
Final  Legislative  Environmental  Impact 
Statement  (FLEIS),  and  comments 
received  throughout  the  LEIS  process. 
The  FLEIS  analysis  determined  this 
alternative  would  not  adversely  impact 
Park  purposes  and  resources. 
Disturbance  to  nesting  gulls  is  expected 
to  be  minimal.  The  FLEIS  analysis 
concluded  that  these  effects  would  be 
minor  and  would  not  affect 
sustainability  of  gull  populations  in  the 
Park. 

The  basis  for  the  decision  stems  from 
Park  objectives  and  purposes  and  the 
need  to  respond  to  Section  4  of  Public 
Law  106—455.  Specifically,  the  decision 
was  based  on  the  following  objectives; 

•  Provide  for  a  limited  gull  egg  harvest 

in  the  Park  by  tribal  members  of  the 

Hoonah  Indian  Association  (HIA) 

•  Not  impair  the  biological 

sustainability  of  the  Park’s  glaucous¬ 
winged  gull  population 

•  Protect  Park  resources  and  values 

The  ROD  briefly  discusses  the 

bacljiground  of  the  project,  states  the 


decision  and  discusses  its  basis, 
identifies  mitigating  measures, 
summarizes  public  involvement, 
describes  other  alternatives  considered, 
specifies  the  environmentally  preferable 
alternative,  provides  a  non-impairment 
determination,  and  provides  a 
conclusion. 

ADDRESSES:  The  ROD  can  be  found 
online  at  the  NPS  Planning, 

Environment  and  Public  Comment  Web 
site  at  http://parkplanning.nps.gov/ 
index.cfm.  Copies  of  the  ROD  are 
available  on  request  from:  Wayne 
Howell,  Glacier  Bay  National  Park  and 
Preserve,  Box  140,  Gustavus,  Alaska 
99826.  Telephone:  (907)  697-2662. 

FOR  FURTHER  INFORMATION  CONTACT: 
Wayne  Howell,  Glacier  Bay  National 
Park  and  Preserve,  Box  140,  Gustavus, 
Alaska  99826.  Telephone:  (907)  697- 
2662. 

SUPPLEMENTARY  INFORMATION:  The  NPS 

prepared  an  EIS,  as  required,  under  the 
National  Environmental  Policy  Act 
(NEPA)  of  1969  and  Council  of 
Environmental  Quality  regulations  (40^ 
CFR  Parts  1500-1508).  A  Notice  of 
Intent  to  prepare  an  environmental 
impact  statement,  published  in  the 
Federal  Register  on  September  18,  2006 
(71  FR  54687),  formally  initiated  the 
NPS  planning  and  EIS  effort.  A  Draft  EIS 
was  issued  on  December  19,  2008  (73 
FR  77837)  with  a  77-day  public 
comment  period.  A  Federal  Register 
notice  announcing  the  availability  of  the 
Final  EIS  was  published  on  May  26, 

2010  (75  FR  29574),  commencing  the 
required  30-day  no-action  period  (71  FR 
3290).  The  Final  EIS  described  and 
analyzed  the  environmental  impacts  of 
two  action  alternatives  and  a  no-action 
alternative. 

The  ROD  describes  how  the  selected 
Alternative  (Alternative  3 — Two  Annual 
Harvest  Visits  to  Five  Locations)  could 
be  implemented  upon  enactment  of 
legislation  to  authorize  the  annual 
harvest  of  glaucous-winged  gull  eggs  at 
up  to  five  designated  locations  in 
Glacier  Bay  National  Park  on  two 
separate  dates  by  members  of  the  Huna 
Indian  Association  (HIA).  Legislative 
proposals  from  the  NPS  are  subject  to 
review  by  the  Department  of  the  Interior 
and  the  Executive  Office  of  the , 
President  before  transmittal  to  Congress 
can  be  approved.  Thus,  a  legislative 
proposal  is  not  included  in  the  Record 
of  Decision.  If  legislation' authorizing 
the  annual  harvest  of  glaucous-winged 
gull  eggs  is  enacted,  each  year  the  NPS 
and  the  HIA  would  prepare  a  harvest 
plan  to  identify  sites  open  to  harvest 
based  on  annual  monitoring  and  harvest 
history.  A  first  harvest  visit  could  occur 
at  each  of  the  open  sites  on  or  before  the 
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5th  day  following  onset  of  laying,  as 
determined  by  NFS  staff  monitoring  a 
reference  site.  A  second  harvest  at  the 
same  sites  could  occur  within  nine  days 
of  the  first  harvest.  If  inclement  weather, 
logistics,  or  other  issues  prevented  a 
first  harvest  visit  within  five  days  of 
onset  of  laying,  only  one  harvest  would 
be  allowed  in  that  year.  No  harvest 
visits  would  occur  after  June  15  of  any 
year.  The  harvest  plan  would  include,  at 
a  minimum,  vessel(s)  to  be  used  to 
access  harvest  sites,  tentative  itinerary 
for  harvest  date(s),  harvest  locations, 
and  names  of  harvesters.  Information  in 
this  plan  would  be  used  to  prepare  any 
necessary  Park  permits  including 
regulatorv  exemptions  to  36  CFR 
13.1178.' 

Victor  W.  Knox, 

Acting  Regional  Director,  Alaska. 

[FR  Doc.  2010-29536  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4312-HX-P 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Indian  Affairs 

Proposed  Finding  Against  Federal 
Acknowledgment  of  the  Tolowa  Nation 

AGENCY:  Bureau  of  Indian  Affairs, 
Interior. 

ACTION:  Notice  of  proposed  finding. 

SUMMARY:  The  Department  of  the 
Interior  (Department)  gives  notice  that 
the  Assistant  Secretary — Indian  Affairs 
proposes  to  determine  that  the  Tolowa 
Nation,  of  Fort  Dick,  CA  is  not  an  Indian 
tribe  within  the  meaning  of  Federal  law. 
This  notice  is  based  on  a  determination 
that  the  group  does  not  meet  one  of  the 
seven  mandatory  criteria  for  a 
government-to-government  relationship 
with  the  United  States.  This  proposed 
finding  is  based  on  one  criterion  alone. 

DATES:  We  must  receive  comments  on 
this  proposed  finding  by  May  23,  2011. 
We  must  receive  any  request  for  a 
technical  assistance  meeting  by  January 
24,  2011.  See  the  SUPPLEMENTARY 
INFORMATION  section  of  this  notice  for 
more  information  about  these  dates. 

ADDRESSES:  Address  comments  on  the 
proposecf  finding  or  requests  for  a  copy 
of  the  report  to  the  Office  of  Federal 
Acknowledgment,  1951  Constitution 
Avenue,  NW.,  MS:  34B-SIB, 
Washington,  DC  20240.  Parties  who 
make  comments  on  the  proposed 
finding  must  also  provide  a  copy  of 
their  comments  to  the  petitioner. 

FOR  FURTHER  INFORMATION  CONTACT:  R. 
Lee  Fleming,  Director,  Office  of  Federal 
Acknowledgment,  (202)  513-7650. 


SUPPLEMENTARY  INFORMATION:  Pursuant 
to  25  CFR  83.10(h),  the  Department 
gives  notice  that  the  AS-IA  proposes  to 
determine  that  the  Tolowa  Nation,  P.O. 
Box  213,  Fort  Dick,  CA  95538,  c/o  Ms. 
Sharon  Sligh,  is  not  an  Indian  tribe 
within  the  meaning  of  Federal  law.  This 
notice  is  based  on  a  preliminary  finding 
that  the  petitioner  fails  to  satisfy  one  of 
the  seven  mandatory  criteria  for 
acknowledgment  set  forth  in  25  CFR 
83.7(a)  through  (g),  and  thus,  does  not 
meet  the  requirements  for  a  government- 
to  government  relationship  with  the 
United  States. 

The  Tolowa  Nation,  Petitioner  #85, 
submitted  a  letter  of  intent  to  petition 
for  Federal  acknowledgment  on 
September  11, 1982.  It  submitted  partial 
documentation  on  March  22, 1983,  and 
made  subsequent  submissions  in  1983, 
1986, 1987,  1996,  and  1999.  The  ' 
Department  provided  technical 
assistance  in  1988  and  in  1995.  The 
petition  was  ready  for  evaluation  on 
August  3,  2009. 

To  evaluate  unambiguous  previous 
Federal  acknowledgment  under  25  CFR 
83.8,  OFA’s  review  of  Petitioner  #85’s 
narrative  and  documentation  revealed 
three  factors  for  consideration:  the 
establishment  of  the  Klamath 
Reservation  from  1855  to  1861  and  the 
Smith  River  Reservation  fi:om  1862  to 
1869;  the  establishment  of  the  Smith 
River,  Elk  Valley,  and  Resighini 
Rancherias  in  1906,  1908,  and  1938 
respectively:  and  Federal  interaction 
with  the  Del  Norte  Indian  Welfare 
Association  (DNIWA)  from  1941 
through  1968. 

There  is  not  substantial  evidence  in 
the  record  to  show  previous 
unambiguous  Federal  acknowledgment 
of  the  Athabascan-speaking  Indians, 
residing  in  the  villages  in  Del  Norte 
County,  California,  known  as  “Tolowa,” 
either  as  separate  entities  or  as  one 
entity  that  included  the  ancestors  of 
Petitioner  #85.  Evidence  is  also 
insufficient  to  show  that  the  petitioner 
evolved  from  the  Indian  groups  at  the 
Klamath  Reservation  established  in 
1855,  or  at  the  Smith  River  lease  in 
1862,  or  from  the  Resighini  Rancheria. 

Unambiguous  Federal 
acknowledgment  of  the  Elk  Valley  and 
Smith  River  Rancherias,  which  include 
descendants  of  Athabascan-speaking 
Tolowas  from  Del  Norte  County, 
California,  continues  to  the  present  day. 
Because  a  group  of  the  petitioner’s 
ancestors  did  not  enroll  at  these 
rancherias  and  did  not  evolve  as  a  group 
from  them.  Petitioner  #85  has  not 
shown  unambiguous  previous  Federal 
acknowledgment  based  on  the 
government’s  acknowledgment  of  the 
Smith  River  and  Elk  Valley  Rancherias. 


The  Federal  Government  never 
recognized  DNIWA  as  a  tribal  political 
entity.  There  is  no  substantial  evidence 
of  unambiguous  previous  Federal 
acknowledgment  in  the  record. 
Therefore,  the  petitioner  is  evaluated 
under  25  CFR  83.7.  Whether  the 
petitioner  is  eligible  to  be  evaluated 
under  83.8  of  the  regulations  is  subject 
to  reconsideration  based  on  new 
evidence  at  the  time  of  an  amended 
proposed  finding,  if  any,  or  the  final 
determination. 

Petitioner  #85  maintains  that  its 
membership  and  its  ancestors  existed 
continuously  as  a  tribe  of  Indians 
descended  from  the  Tolowa,  an 
Athabascan-speaking  group  of  Indians 
residing  in  Del  Norte  County,  California. 
The  petitioner  maintains  that  its 
members  specifically  are  the 
descendants  of  those  Tolowa  who  were 
not  enrolled  at  the  Smith  River  and  Elk 
Valley  Rancherias. 

In  order  to  meet  criterion  83.7(b)  a 
petitioner  must  demonstrate  that  a 
predominant  portion  of  its  group 
comprises  a  distinct  community  and  has 
existed  as  a  community  from  historical 
times  until  the  present.  Petitioner  #85 
did  not  provide  sufficient  evidence  to 
demonstrate  the  petitioner’s  ancestors 
existed  as  a  distinct  community  from 
first  sustained  contact  in  1853  to  1903, 
before  the  rancherias  formed.  The 
evidence  shows  that  some  of  Petitioner 
#85 ’s  ancestors  were  involved  in 
interaction  indicative  of  a  social 
community,  but  does  not  to  show  that 
they  constituted  an  entity  distinct  from 
the  others,  or  were  part  of  any  entity 
evolving  from  the  people  described  in 
the  record.  For  the  period  1903  through 
1949,  Department  researchers  examined 
recollections  from  this  time  gathered 
from  interviews  conducted  during  their 
site  visit  in  2010,  as  well  as  Federal 
census  material,  BIA  enrollments,  and 
BIA  correspondence  to  document 
further  DNIWA’s  activities  and  informal 
social  interaction.  Researchers  also 
consulted  BIA  enrollments  conducted 
by.  Henry  Roe  Cloud  in  1939.  The 
evidence  is  insufficient  to  show  that  the 
petitioner’s  ancestors  evolved  as  a 
distinct  community  from  1903  through 
the  1930s,  after  the  Elk  Valley  and 
Smith  River  Rancherias  formed,  or  later. 
DNIWA,  claimed  by  the  petitioner  as  its 
precursor,  did  not  function  as  a  distinct 
community  from  its  alleged  beginnings 
in  the  1930s  through  the  1980s.  The 
evidence  for  this  time  does  not  support 
the  assertion  by  Petitioner  #85  that 
DNIWA  provided  leadership  over  an 
evolving  entity  that  included  both  the 
ancestors  of  Petitioner  #85  and  the 
Smith  River  or  Elk  Valley  Rancherias,  or 
that  it  evolved  into  the  petitioner  in  the 
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early  1980s.  Evidence  for  this  time  is 
insufficient  to  show  the  existence  or 
evolution  of  a  community  distinct  from 
these  rancherias  and  ancestral  to  the 
petitioner.  . 

Finally,  the  evidence  does  not  show 
the  petitioner’s  membership  functioning 
as  a  community  from  1980  to  the 
present.  Petitioner  #85  thus  did  not 
provide  sufficient  evidence  to 
demonstrate  that  its  members  interact 
with  each  other,  outside  of  the 
organization  itself,  or  that  there  are 
significant  social  relationships  within 
its  membership  and  that  its  members  are 
differentiated  from,  and  identified  as 
distinct  from,  nonmembers.  A 
comparison  of  Petitioner  #85 ’s 
membership  lists  shows  a  high 
variability  and  turnover  between  1986 
and  1996,  with  the  2009  membership 
list  reflecting  a  remnant  of  the  1996 
membership.  Such  high  variability  or 
turnover  is  indicative  of  individuals  or 
families  recruited  by  the  leadership 
from  a  population  which  has  little  other 
involvement  in  the  petitioner’s 
organization.  This  indication  is  further 
supported  by  interviewee  accounts,  and 
the  fact  that  very  few  individuals  who 
were  not  on  successive  membership 
lists  joined  Smith  River  Rancheria 
between  1991  and  1995,  as  some  of  the 
petitioner  maintained.  Petitioner  #85 
does  not  meet  the  requirements  of 
criterion  83. 7(b), based  upon  the 
materials  submitted  by  the  petitioner 
and  developed  by  Department 
researchers  during  active  consideration 
of  this  petition. 

The  evidence  in  the  record  is 
insufficient  to  demonstrate  that 
Petitioner  #85  meets  the  criterion 
83.7(b),  one  of  the  seven  mandatory 
criteria  of  the  regulations  for  a 
determination  that  the  petitioning  group 
is  an  Indian  tribe.  In  accordance  with 
the  regulations,  the  failure  to  meet  all 
seven  criteria  requires  a  determination 
that  the  petitioning  group  is  not  an 
Indian  tribe  within  the  meaning  of 
Federal  law  (§  83.6(d),  §83.10(m)). 
.Therefore,  the  Department  proposes  to 
decline  to  acknowledge  Petitioner  #85 
as  an  Indian  tribe. 

According  to  the  Assistant 
Secretary — Indian  Affairs  Office  of 
Federal  Acknowledgment;  Guidance 
and  Direction  Regarding  Internal 
Procedures  of  May  23,  2008: 

If  during  the  evaluation  of  a  petition  on 
active  consideration  it  becomes  apparent  that 
the  petitioner  fails  on  one  criterion;  or  more, 
under  the  reasonable  likelihood  of  the 
validity  of  the  facts  standard,  OFA  may 
prepare  a  proposed  finding  or  final 
determination  not  to  acknowledge  the  group 
on  the  failed  criterion  or  criteria  alone, 
setting  forth  the  evidence,  reasoning,  and 


analyses  that  form  the  basis  for  the  proposed 
decision.  (73  FR  30147) 

The  burden  of  providing  sufficient 
evidence  under  the  criteria  in  the 
regulations  rests  with  the  petitioner,  25 
CFR  83.5(c).  Because  Petitioner  #85  has 
not  met  criterion  §  83.7(b)  as  a  distinct 
community,  it  is  not  necessary  for  the 
Department  to  make  conclusions 
regarding  the  other  six  mandatory 
criteria. 

This  proposed  finding  is  based  on  the 
evidence  currently  in  the  record. 
Additional  evidence  may  be  submitted 
during  the  comment  period  that  follows 
publication  of  this  finding.  If  new 
evidence  provided  during  the  comment 
period  results  in  a  reversal  of  this 
conclusion,  the  Assistant  Secretary — 
Indian  Affairs  will  issue  an  amended 
proposed  finding  evaluating  all  seven 
criteria.  (73  FR  30147) 

Publication  of  the  Assistant 
Secretary’s  PF  in  the  Federal  Register 
initiates  a  180-day  comment  period 
during  which  the  petitioner  and 
interested  and  informed  parties  may 
submit  arguments  and  evidence  to 
support  or  rebut  the  conclusions  in  the 
PF  (25  CFR  83.10(i)).  Comments  should 
be  submitted  in  writing  to  the  address 
listed  in  the  ADDRESSES  section  of  this 
notice.  Interested  or  informed  parties 
must  provide  copies  of  their 
submissions  to  the  petitioner.  The 
regulations  at  25  CFR  83.10(k)  provide 
petitioner  with  a  minimum  of  60  days 
to  respond  to  any  submissions  on  the  PF 
received  from  interested  and  informed 
parties  during  the  comment  period. 

At  the  end  of  the  periods  for  comment 
and  response  on  a  PF,  the  Assistant 
Secretary  will  consult  with  the 
petitioner  and  interested  parties  to 
determine  an  equitable  timeframe  for 
consideration  of  written  arguments  and 
evidence.  The  Department  will  notify 
the  petitioner  and  interested  parties  of 
the  date  such  consideration  begins. 

After  consideration  of  the  written 
arguments  and  evidence  rebutting  or 
supporting  the  PF  and  the  petitioner’s 
response  to  the  comments  of  interested 
parties  and  informed  parties,  the 
Assistant  Secretary  will  either  issue  an 
amended  proposed  finding  or  make  a 
final  determination  regarding  the 
petitioner’s  status.  The  Department  will 
publish  a  summary  of  this 
determination  in  the  Federal  Register. 

Before  including  your  address,  phone 
number,  e-mail  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
be  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 


to  withhold  your  personal  identifying 
information  from  public  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  so. 

Dated;  November  18,  2010. 

George  T.  Skibine, 

Acting  Principal  Deputy  Assistant  Secretary — 
Indian  Affairs. 

(FR  Doc.  2010-29585  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4310-G1-P 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Ocean  Energy  Management, 
Regulation  and  Enforcement 

Requirements  for  Measurement 
Facilities  Used  for  the  Royalty 
Valuation  of  Processed  Natural  Gas 

agency:  Bureau  of  Ocean  Energy 
Management,  Regulation  and 
Enforcement  (BOEMRE),  Interior. 

ACTION:  Notice  summarizing  the 
requirements  of  royalty  measurement 
equipment  at  gas  plants  and  other 
processing  facilities. 

SUMMARY:  This  notice  provides 
information  regarding  the 
responsibilities  of  lessees,  operators, 
and  lessees’  representatives  with  respect 
to  the  measurement  of  Federal 
production  at  gas  processing  plants 
when  royalty  is  reported  and  paid  on 
processed  gas  at  or  downstream  of  the 
plant  tailgate  under  30  CFR  1206.153. 
This  equipment  includes  any  metering, 
sampling,  or  recording  devices 
associated  with  the  measurement  of 
inlet  production,  residue  gas,  fuel  gas, 
flare  gas,  condensate,  natural  gas 
liquids,  or  any  other  products  recovered 
from  Federal  production. 

DATES:  Effective  Date:  This  notice 
becomes  effective  December  27,  2010. 
FOR  FURTHER  INFORMATION  CONTACT:  If 
you  have  any  questions  regarding  this 
Federal  Register  notice,  please  contact 
Mr.  Kelly  Johnson,  Production 
Development  Office,  Gulf  of  Mexico,  by 
telephone  at  (504)  736-2682  or  by  e- 
mail  at  kelly.johnson@boemre.gov.  To 
obtain  copies  of  the  most  recent  gas 
plant  inspection  records  in  the  Gulf  of 
Mexico  Region,  please  contact  Ms. 

Kathy  Bell  at  (504)  736-2838  or  by  e- 
mail  at  kathy.bell@boemre.gov. 
SUPPLEMENTARY  INFORMATION: 

The  Code  of  Federal  Regulations 
(CFR)  at  30  CFR  1202.151(a)(l)(ii), 
pertaining  to  royalty  on  processed  gas. 
provides  that  royalty  must  be  paid  on 
the  value  of  “residue  gas  and  all  gas 
plant  products  resulting  from  processing 
the  gas  produced  from  a  lease  subject  to 
this  subpart.”  Since  the  measurement  of 
production  at  gas  plants  and  separation 
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facilities  has  a  direct  impact  on  royalty 
reported  and  paid  under  30  CFR 

1206.153,  BOEMRE  has  begun  to  inspect 
measurement  devices  at  plants  and 
separation  facilities  that  process 
production  from  Federal  leases  in  the 
Gulf  of  Mexico  Region  for  compliance 
with  established  standards  governing 
gas  and  liquid  hydrocarbon  production 
measurement.  We  have  recently 
completed  the  first  phase  of  our 
inspection  program  and  will  share  our 
findings  with  the  operators  of  the 
measurement  devices  at  these  facilities. 
The  findings  will  also  be  made  available 
upon  request  to  lessees  and  operators 
who  may  have  interest  in  one  or  more 
specific  gas  plants.  In  the  future,  we  will 
inspect  these  facilities  again  to 
determine  if  previously  observed 
problems  have  been  rectified. 

The  BOEMRE  recognizes  that  royalty 
reporting  on  processed  gas  volumes  at 
the  tailgate  of  an  onshore  gas  plant  is  a 
prevalent  practice  in  the  Gulf  of  Mexico. 
To  better  fulfill  our  statutory  duty  to 
accurately  determine  oil  and  gas 
volumes  upon  which  royalties  are 
determined,  we  issue  this  notice  to 
remind  lessees  and  operators  of  their  ' 
obligations  to  ensure  accurate 
measurement  of  processed  gas  for  which 
royalty  is  reported  under  30  CFR 

1206.153. 

The  relevant  regulations  found  in  30 
CFR  part  250,  subpart  L,  impose 
responsibility  for  compliance  with  gas 
measurement  rules  on  lessees, 
operators,  and  lessees’  representatives, 
including  lessees  who  process  natural 
gas  extracted  from  a  Federal  lease  in  the 
Gulf  of  Mexico  Region  at  an  onshore  gas 
plant,  separation  facility,  or  other 
processing  facility  before  paying 
royalties  on  said  gas.  To  ensure  accurate 
measurement  of  processed  gas,  lessees 
and  operators  are  responsible  for 
working  with  the  operators  of  gas 
plants,  separation  facilities,  or  other 
processing  facilities  to  ensure  the 
maintenance,  operation,  and  site 
security  in  accordance  with  the 
standards  set  forth  in  30  CFR  250.1202, 
250.1203,  and  250.1205,  of  any 
measurement  equipment,  irrespective  of 
location  or  ownership,  used  for  the 
measurement  of  production  from 
Federal  leases. 

Title  30  CFR  250.1203(e)  provides: 

If  natural  gas  from  a  Federal  lease  on 
the  OCS  is  transferred  to  a  gas  plant 
before  royalty  determination: 

(1)  You  must  provide  the  following  to 
the  Regional  Supervisor  upon  request: 

(i)  A  copy  of  the  monthly  gas 
processing  plant  allocation  statement; 
and 


(ii)  Gross  heating  values  of  the  inlet 
and  residue  streams  when  not  reported 
on  the  gas  plant  statement. 

(2)  You  must  permit  BOEMRE  to 
inspect  the  measurement  and  sampling 
equipment  of  natural  gas  processing 
plants  that  process  Federal  production. 

Accordingly,  you  are  given  notice  that 
BOEMRE  may  request  assistance  from 
lessees  or  operators  to  gain  access  to  any 
gas  plant,  separation  facility,  or  other 
processing  facility  which  initially 
denies  access  to  BOEMRE  inspection 
personnel,  for  the  purpose  of: 

•  Inspecting  the  measurement  and 
sampling  equipment  of  natural  gas 
processing  plants  that  process  Federal 
production; 

•  Remediating,  in  a  timely  manner, 
any  observed  inconsistency  with  gas 
measurement  and  site  security 
standards  set  forth  in  30  CFR  250.1202, 
250.1203,  and  250.1205;  and 

•  Maintaining  onsite  records  and 
providing  copies,  when  requested  by 
BOEMRE,  of  monthly  allocation 
statements,  meter  or  tank  run  tickets, 
gas  meter  volume  statements,  meter 
proving  reports,  or  other  documentation 
related  to  gas  measurement. 

Paperwork  Reduction  Act  of  1995 
Statement 

The  collections  of  information 
referred  to  in  this  notice  are  contained 
in  30  CFR  part  250  subpart  L,  30  CFR 
part  212  subpart  B,  and  30  CFR  part 
1206  subpart  D.  The  Office  of 
Management  and  Budget  has  approved 
the  information  collection  requirements 
in  these  regulations  under  Office  of 
Management  and  Budget  Control 
Numbers  1010-0051, 1010-0136,  and 
1010-0139.  This  notice  does  not  impose 
additional  information  collection 
requirements  subject  to  the  Paperwork 
Reduction  Act  of  1995. 

Authority:  43  U.S.C.  1334. 

Dated:  October  22,  2010. 

Robert  P.  LaBelle, 

Acting  Associate  Director  for  Offshore  Energy 
and  Minerals  Management. 

Dated;  October  22,  2010. 

Greg  J.  Gould, 

Director,  Office  of  Natural  Resources 
Revenue. 

[FR  Doc.  2010-29641  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4310-MR-P 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Ocean  Energy  Management, 
Regulation  and  Enforcement 

Outer  Continental  Shelf  (OCS), 
Scientific  Committee  (SC) 

agency:  Bureau  of  Ocean  Energy 
Management,  Regulation  and 
Enforcement  (BOEMRE),  Interior. 

ACTION:  Notice  of  Vacancies  and  Request 
for  Nominations. 

SUMMARY:  BOEMRE  seeks  interested  and 
qualified  individuals  to  serve  on  its  OCS 
SC  during  the  period  of  june  24,  2011 
through  June  23,  2014.  The  initial  3-year 
term  may  be  renewed  for  up  to  one 
additional  term.  The  OCS  SC  is 
chartered  under  the  Federal  Advisory 
Committee  Act  (FACA)  to  advise  the 
Secretary  of  the  Interior  through  the 
Director  of  the  BOEMRE  on  the 
appropriateness,  feasibility,  and 
scientific  value  of  the  OCS 
Environmental  Studies  Program  (ESP) 
and  environmental  aspects  of  the 
offshore  energy  and  marine  minerals 
programs.  The  ESP,  initiated  to  support 
the  U.S.  Department  of  the  Interior’s 
offshore  oil  and  gas  leasing  program  and 
authorized  by  the  OCS  Lands  Act  as 
amended  (Section  20),  is  administered 
by  the  BOEMRE.  The  program  covers  a 
wide  range  of  field  and  laboratory 
studies  in  biology,  chemistry,  and 
physical  oceanography,  as  well  as 
studies  of  the  social  and  economic 
impacts  of  OCS  energy  and  marine 
minerals  development.  Currently,  the 
work  is  conducted  through  award  of 
competitive  contracts  and  interagency 
and  cooperative  agreements.  The  OCS 
SC  reviews  the  relevance  of  the 
information  being  produced  by  the  ESP 
and  may  recommend  changes  in  its 
scope,  direction,  and  emphasis. 

Tne  OCS  SC  comprises  distinguished 
scientists  in  appropriate  disciplines  of 
the  biological,  physical,  chemical,  and 
socioeconomic  sciences.  Currently,  the 
OCS  SC  has  15  vacancies  in  the 
following  disciplines:  Biological 
oceanography/marine  biology;  social 
science;  marine  archaeology;  and 
physical  oceanography.  The  selections 
are  based  on  maintaining  disciplinary 
expertise  in  all  areas  of  research,  as  well 
as  geographic  balance.  Demonstrated 
knowledge  of  the  scientific  issues 
related  tc  OCS  oil  and  gas  development 
or  renewable  energy  is  essential.  The 
Secretary  of  the  Interior  makes 
selections  on  the  basis  of  these  factors. 

Ethics  Responsibilities  of  Members 

Members  are  appointed  as  special 
Government  employees  and  are  subject 
to  the  financial  disclosure  provisions  of 
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the  Ethics  in  Government  Act  and  5  CFR 
part  2634,  which  includes  completing  a 
confidential  financial  disclosure  report. 
Materials  are  provided  to  members  that 
will  explain  their  ethical  obligations. 
Consistent  with  the  ethics  requirements, 
members  must  endeavor  to  avoid  any 
actions  that  would  cause  the  public  to 
question  the  integrity  of  the 
Committee’s  operations,  activities,  or 
advice.  Members  are  subject  to  all  other 
ethics  regulations  that  are  imposed 
upon  them  by  an  organization  other 
than  the  Federal  government.  This 
would  include  those  imposed  by  the 
University  for  which  they  work  or  those 
imposed  by  a  professional  organizatiori 
(such  as  the  Hippocratic  Oath  for 
physicians,  etc.) 

The  Obama  Administration  prohibits 
individuals  who  are  currently  federally 
registered  lobbyists  to  serve  on  all 
FACA  and  non-FACA  boards, 
committees,  or  councils. 

Interested  individuals  should  email  a 
letter  of  interest  and  resume  ho  later 
then  December  17,  2010,  to  Ms.  Phyllis 
Clark  at  PhylIis.Clark@boemre.gov.  If 
you  prefer,  you  may  send  them  to  Ms. 
Clark  at  BOEMRE,  Offshore  Energy  and 
Minerals  Management,  381  Elden  Street, 
Mail  Stop  4041,  Herndon,  Virginia 
20170.  She  may  be  reached  by 
telephone  at  (703)  787-1716. 

Authority;  Federal  Advisory  Committee 
Act,  Pub.  L.  92-463,  5  U.S.C.,  Appendix  I, 
and  the  Office  of  Management  and  Budget’s 
Circular  A-63,  Revised. 

Dated;  October  26,  2010. 

Robert  P.  LaBelle, 

Acting  Associate  Director  for  Offshore  Energy 
and  Minerals  Management. 

[FRDoc.  2010-29642  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4310-MR-P 


INTERNATIONAL  TRADE 
COMMISSION 

[Inv.  No.  337-TA-746] 

In  the  Matter  of:  Certain  Automated 
Media  Library  Devices;  Notice  of 
Investigation 

AGENCY:  U.S.  International  Trade 
Commission. 

ACTION:  Institution  of  investigation 
pursuant  to  19  U.S.C.  1337. 

SUMMARY:  Notice  is  hereby  given  that  a 
complaint  was  filed  with  the  U.S. 
International  Trade  Commission  on 
October  19,  2010,  under  section  337  of 
the  Tariff  Act  of  1930,  as  amended,  19 
U.S.C.  1337,  on  behalf  of  Overland 
Storage,  Inc.  of  San  Diego,  California.  A 
letter  supplementing  the  complaint  was 
filed  on  November  9,  2010.  The 


complaint  alleges  violations  of  section 
337  based  upon  the  importation  into  the 
United  States,  the  sale  for  importation, 
and  the  sale  within  the  United  States 
after  importation  of  certain  automated 
media  library  devices  by  reason  of 
infringement  of  certain  claims  of  U.S. 
Patent  No.  6,328,766  (“the  ‘766  patent”) 
and  U.S.  Patent  No.  6,353,581  (“the  ‘581 
patent”).  The  complaint  further  alleges 
that  an  industry  in  the  United  States 
exists  as  required  by  subsection  (a)(2)  of 
section  337. 

The  complainant  requests  that  the 
Commission  institute  an  investigation 
and,  after  the  investigation,  issue  an 
exclusion  order  and  cease  and  desist 
orders. 

ADDRESSES:  The  complaint,  except  for  ' 
any  confidential  information  contained 
therein,  is  available  for  inspection 
during  official  business  hours  (8:45  a.m. 
to  5:15  p.m.)  in  the  Office  of  the 
Secretary,  U.S.  International  Trade 
Commission,  500  E  Street,- SW.,  Room 
112,  Washington,  DC  20436,  telephone 
202-205-2000.  Hearing  impaired 
individuals  are  advised  that  information 
on  this  matter  can  b*e  obtained  by 
contacting  the  Commission’s  TDD 
terminal  on  202-205-1810.  Persons, 
with  mobility  impairments  who  will 
need  special  assistance  in  gaining  access 
to  the  Commission  should  contact  the 
Office  of  the  Secretary  at  202-205-2000. 
General  information  concerning  the 
Commission  may  also  be  obtained  by 
accessing  its  internet  server  at  http:// 
www.usitc.gov.  The  public  record  for 
this  investigation  may  be  viewed  on  ihe 
Coihmission’s  electronic  docket  (EDIS) 
at  http://edis.usitc.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  Lisa 
A.  Murray,  Esq.,  Office  of  Unfais. Import 
Investigations,  U.S.  International  Trade 
Commission,  telephone  (202)  205-2574. 

Authority:  The  authority  for 
institution  of  this  investigation  is 
contained  in  section  337  of  the  Tariff 
Act  of  1930,  as  amended,  and  in  section 
210.10  of  the  Commission’s  Rules  of 
Practice  and  Procedure,  19  CFR  210.10 
(2010). 

Scope  of  investigation:  Having 
considered  the  complaint,  the  U.S. 
International  Trade  Commission,  on 
November  17,  2010,  ordered  that — 

(1)  Pursuant  to  subsection  (b)  of 
section  337  of  the  Tariff  Act  of  1930,  as 
amended,  an  investigation  be  instituted 
to  determine  whether  there  is  a 
violation  of  subsection  (a)(1)(B)  of 
section  337  in  the  importation  into  the 
United  States,  the  sale  for  importation, 
or  the  sale  within  the  United  States  after 
importation  of  certain  automated  media 
library  devices  that  infringe  one  or  more 
of  claims  1-11  of  the  ‘766  patent  and 


claims  1,  2,  5-12,  and  15-19  of  the  ‘581 
patent,  and  whether  an  industry  in  the 
United  States  exists  as  required  by 
subsection  (a)(2)  of  section  337; 

(2)  For  the  purpose  of  the 
investigation  so  instituted,  the  following 
are  hereby  named  as  parties  upon  which 
this  notice  of  investigation  shall  be 
served: 

(a)  The  complainant  is:  Overland 
Storage,  Inc.,  9112  Spectrum  Center 
Blvd.,  San  Diego,  CA  92123. 

(b)  The  respondents  are  the  following 
entities  alleged  to  be  in  violation  of 
section  337,  and  are  the  parties  upon 
which  the  complaint  is  to  be  served: 

BDT  AG,  Saline  29,  78628  Rottweil, 

Germany. 

BDT-Solutions  GmbH  &  Co.  KG,  Saline 
29,  78628  Rottweil,  Germany. 

BDT  Automation  Technology  (Zhuhai 
FTZ),  Co.,  Ltd.,  No.  51  Free  Trade 
Zone,  Zhuhai  Guangdong,  P.R.  China 
(Postcode  519030). 

BDT  de  Mexico,  S.  de  R.L.  de  C.V.,  Av. 

El  Bosque  1220,  Parque  Industrial  El 
Bosque  II,  45590  Tlaquepaque,  Jalisco, 
Mexico. 

BDT  Products,  Inc.,  17222  Armstrong 
Ave.,  Irvine,  GA  92614. 

Dell  Inc.,  One  Dell  Way,  Round  Rock, 

TX  78682. 

International  Business  Machines  Corp., 

1  New  Orchard  Road,  Armonk,  NY 
10504-1722. 

(c)  The  Commission  investigative 
attorney,  party  to  this  investigation,  is 
Lisa  A.  Murray,  Esq.,  Office  of  Unfair 
Import  Investigations,  U.S.  International 
Trade  Commission,  500  E  Street,  SW., 
Suite  401,  Washington,  DC  20436;  and 

(3)  For  the  investigation  so  instituted, 
the  Honorable  Paul  J.  Luckern,  Chief 
AdAiinistrative  Law  Judge,  U.S. 
International  Trade  Commission,  shall 
designate  the  presiding  Administrative 
Law  Judge. 

Responses  to  the  complaint  and  the 
notice  of  investigation  must  be 
submitted  by  the  named  respondents  in 
accordance  with  section  210.13  of  the 
Commission’s  Rules  of  Practice  and 
Procedure,  19  CFR  210.13.  Pursuant  to 
19  CFR  201.16(d)-(e)  and  210.13(a), 
such  responses  will  be  considered  by 
the  Commission  if  received  not  later 
than  20  days  after  the  date  of  service  by 
the  Commission  of  the  complaint  and 
the  notice  of  investigation.  Extensions  of 
time  for  submitting  responses  to  the 
complaint  and  the  notice  of 
investigation  will  not  be  granted  unless 
good  cause  therefor  is  shown. 

Failure  of  a  respondent  to  file  a  timely 
response  to  each  allegation  in  the 
complaint  and  in  this  notice  may  be 
deemed  to  constitute  a  waiver  of  the 
right  to  appear  and  contest  the 
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allegations  of  the  complaint  and  this 
notice,  and  to  authorize  the 
administrative  law  judge  and  the 
Commission,  without  further  notice  to 
the  respondent,  to  find  the  facts  to  be  as 
alleged  in  the  complaint  and  this  notice 
and  to  enter  an  initial  determination 
and  a  final  determination  containing 
such  findings,  and  may  result  in  the 
issuance  of  an  exclusion  order  or  a  cease 
and  desist  order  or  both  directed  against 
the  respondent. 

Issued:  November  18,  2010. 

By  order  of  the  Commission. 

Marilyn  R.  Abbott, 

Secretary  to  the  Commission. 

IFR  Doc.  2010-29552  Filed  11-23-10;  8:45  am) 
BILLING  CODE  7020-02-P  , 


INTERNATIONAL  TRADE 
COMMISSION 

[Inv.  No.  337-TA-748] 

In  the  Matter  of:  Certain  Data  Storage 
Products  and  Components  Thereof; 
Notice  of  Investigation 

agency:  U.S.  International  Trade 
Commission. 

ACTION:  Institution  of  investigation 
pursuant  to  19  U.S.C.  1337. 

SUMMARY:  Notice  is  hereby  given  that  a 
complaint  was  filed  with  the  U.S. 
International  Trade  Commission  on 
October  20,  2010,  under  section  337  of 
the  Tariff  Act  of  1930,  as  amended,  19 
U.S.C.  1337,  on  behalf  of  Data  Network 
Storage,  LLC  of  Newport  Beach, 
California.  A  supplement  to  the 
complaint  was  filed  on  November  10, 
2010.  The  complaint  as  supplemented 
alleges  violations  of  section  337  based 
upon  the  importation  into  the  United 
States,  the  sale  for  importation,  and  the 
sale  within  the  United  States  after 
importation  of  certain  data  storage 
products  and  components  thereof  by 
reason  of  infringement  of  certain  claims 
of  U.S.  Patent  No.  6,098,128  (“the  ‘128 
patent”).  The  complaint  further  alleges 
that  an  industry  in  the  United  States 
exists  as  required  by  subsection  (a)(2)  of 
section  337. 

The  complainant  requests  that  the 
Commission  institute  an  investigation 
and,  after  the  investigation,  issue  an 
exclusion  order  and  cease  and  desist 
orders. 

ADDRESSES:  The  complaint,  except  for 
any  confidential  information  contained 
therein,  is  available  for  inspection 
during  official  business  hours  (8:45  a.m. 
to  5:15  p.m.)  in  the  Office  of  the 
Secretary,  U.S.  International  Trade 
Commission,  500  E  Street,  SW.,  Room 
112,  Washington,  DC  20436,  telephone 


202-205-2000.  Hearing  impaired 
individuals  are  advised  that  information 
on  this  matter  can  be  obtained  by 
contacting  the  Commission’s  TDD 
terminal  on  202-205-1810.  Persons 
with  mobility  impairments  who  will 
need  special  assistance  in  gaining  access 
to  the  Commission  should  contact  the 
Office  of  the  Secretary  at  202-205-2000. 
General  information  concerning  the 
Commission  may  also  be  obtained  by 
accessing  its  internet  server  aChttp:// 
www.usitc.gov.  The  public  record  for 
this  investigation  may  be  viewed  on  the 
Commission’s  electronic  docket  (EDIS) 
at  http://edis.usitc.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jeffi-ey  T.  Hsu,  Esq.,  Office  of  Unfair 
Import  Investigations,  U.S.  International 
Trade  Commission,  telephone  (202) 
205-2571.  ' 

Authority:  The  authority  for 
institution  of  this  investigation  is 
contained  in  section  337  of  the  Tariff 
Act  of  l930,  as  amended,  and  in  section 
210.10  of  the  Commission’s  Rules  of 
Practice  and  Procedure,  19  CFR  210.10 
(2010). , 

Scope  of  Investigation:  Having 
considered  the  complaint,  the  U.S. 
International  Trade  Commission,  on 
November  17,  2010,  ordered  that — 

(1)  Pursuant  to  subsection  (b)  of 
section  337  of  the  Tariff  Act  of  1930,  as 
amended,  an  investigation  be  instituted 
to  determine  whether  there  is  a 
violation  of  subsection  (a)(1)(B)  of 
section  337  in  the  importation  into  the 
United  States,  the  sale  for  importation, 
or  the'  sale  within  the  United  States  after 
importation  of  certain  data  storage 
products  and  components  thereof  that 
infringe  one  or  more  of  claims  1-8  of  the 
‘128  patent,  and  whether  an  industry  in 
the  United  States  exists  as  required  by 
subsection  (a)(2)  of  section  337; 

(2)  For  the  purpose  of  the 
investigation  so  instituted,  the  following 
are  hereby  named  as  parties  upon  which 
this  notice  of  investigation  shall  be 
served: 

(a)  The  complainant  is;  Data  Network 
Storage,  LLC,  500  Newport  Center  Drive, 
7th  Floor,  Newport  Beach,  CA  92660. 

(b)  The  respondents  are  the  following 
entities  alleged  to  be  in  violation  of 
section  337,  and  are  the  parties  upon 
which  the  complaint  is  to  be  served; 
NetApp,  Inc.,  495  East  Java  Drive, 

Sunnyvale,  CA  94089. 

Dell,  Inc.,  One  Dell  Way,  Round  Rock, 

TX  78682. 

Xyratex,  Ltd.,  46831  Lakeview  Blvd., 

Fremont,  CA  94538. 

Xyratex  International  Inc.,  855  Riverside 

Parkway,  Suite  40,  West  Sacramento, 

CA  95605. 


Xyratex  (Malaysia)  Sdn  Bhd,  No.  C-7- 
2  (Level  2)  Bay  Avenue,  Lorong  Bayan 
Indah  3,  1900  Penang,  Malaysia. 

Dot  Hill  Systems  Corp.,  1351  S.  Sunset 
Street,  Longmont,  CO  80501. 
International  Business  Machines 

Corporation,  One  New  Orchard  Road, 
Armonk,  NY  10504. 

Cisco  Systems,  Inc.,  170  West  Tasman 
Drive,  San  Jose,  CA  95134. 

QNAP  Systems,  Inc.,  166  University 
Parkway,  Pomona,  CA  91768. 

(c)  The  Commission  investigative 
attorney,  party  to  this  investigation,  is 
Jeffrey  T.  Hsu,  Esq.,  Office  of  Unfair 
Import  Investigations,  U.S.  International 
Trade  Commission,  500  E  Street,  SW., 
Suite  401,  Washington,  DC  20436;  and 

(3)  For  the  investigation  so  instituted, 
the  Honorable  Paul  J.  Luckern,  Chief 
Administrative  Law  Judge,  U.S. 
International  Trade  Commission,  shall 
designate  the  presiding  Administrative 
Law  Judge. 

Responses  to  the  complaint  and  the 
notice  of  investigation  must  be 
submitted  by  the  named  respondents  in 
accordance  with  section  210.13  of  the 
Commission’s  Rules  of  Practice  and 
Procedure,  19  CFR  210.13.  Pursuant  to 
19  CFR  201.16(d)-(e)  and  210.13(a), 
such  responses  will  be  considered  by 
the  Commission  if  received  not  later 
than  20  days  after  the  date  of  service  by 
the  Commission  of  the  complaint  and 
the  notice  of  investigation.  Extensions  of 
time  for  submitting  responses  to  the 
complaint  and  the  notice  of 
investigation  will  not  be  granted  unless 
good  cause  therefor  is  shown. 

Failure  of  a  respondent  to  file  a  timely 
response  to  each  allegation  in  the 
complaint  and  in  this  notice  may  be 
deemed  to  constitute  a  waiver  of  the 
right  to  appear  and  contest  the 
allegations  of  the  complaint  and  this 
notice,  and  to  authorize  the 
administrative  law  judge  and  the 
Commission,  without  further  notice  to 
the  respondent,  to  find  the  facts  to  be  as 
alleged  in  the  complaint  and  this  notice 
and  to  enter  an  initial  determination 
and  a  final  determination  containing 
such  findings,  and  may  result  in  the 
issuance  of  an  exclusion  order  or  a  cease 
and  desist  order  or  both  directed  against 
the  respondent. 

Issued:  November  18,  2010. 

By  order  of  the  Commission. 

Marilyn  R.  Abbott, 

Secretary  to  the  Commission. 

{FR  Doc.  2010-29554  Filed  11-23-10;  8:45  am] 
BILLING  CODE  7020-02-P 


Federal  Register/ Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Notices 


71737 


international  trade 

COMMISSION 
[Inv.  No.  337-TA-747] 

In  the  Matter  of:  Certain  Products 
Containing  interactive  Program  Guide 
and  Parental  Controls  Technology; 

Notice  of  investigation 

agency:  U.S.  International  Trade 
Commission. 

action:  Institution  of  investigation 
piysuant  to  19  U.S.C.  1337. 

SUMMARY:  Notice  is  hereby  given  that  a 
complaint  was  filed  with  the  U.S., 
International  Trade  Commission  on 
October  20,  2010,  under  section  337  of 
the  Tariff  Act  of  1930,  as  amended,  19 
U.S.C.  1337,  on  behalf  of  Rovi 
Corporation  of  Santa  Clara,  California; 
Rovi  Guides,  Inc.  (f/k/a  Gemstar-TV 
Guide  International  Inc.)  of  Santa  Clara, 
California;  United  Video  Properties,  Inc. 
of  Santa  Clara,  California;  and  Index 
Systems,  Inc.  of  British  Virgin  Islands, 
VG.  The  complaint  alleges  violations  of 
section  337  based  upon  the  importation 
into  the  United  States,  the  sale  for 
importation,  and  the  sale  within  the 
United  States  after  importation  of 
certain  products  containing  interactive 
program  guide  and  parental  controls 
technology  by  reason  of  infringement  of 
certain  claims  of  U.S.  Patent  No. 
6,305,016  (“the  ‘016  patent”);  U.S. 

Patent  No.  6,020,929  (“the  ‘929  patent”); 
and  U.S.  Patent  No.  6,701,523  (“the  ‘523 
patent”).  The  complaint  further  alleges 
that  an  industry  in  the  United  States 
exists  as  required  by  subsection  (a)(2)  of 
section  337. 

The  complainants  request  that  the 
Gommission  institute  an  investigation 
and,  after  the  investigation,  issue  an 
exclusion  order  and  a  cease  and  desist 
order. 

ADDRESSES:  The  complaint,  except  for 
any  confidential  information  contained 
therein,  is  available  for  inspection 
(luring  official  business  hours  (8:45  a.m. 
to  5:15  p.m.)  in  the  Office  of  the 
Secretary,  U.S.  International  Trade 
Commission,  500  E  Street,  SW.,  Room 
112,  Washington,  DC  20436,  telephone 
202-205-2000.  Hearing  impairetl 
individuals  are  advised  that  information 
on  this  matter  can  be  obtained  by 
contacting  the  Commission’s  TDD 
terminal  on  202-205-1810.  Persons 
with  mobility  impairments  who  will 
need  special  assistance  in  gaining  access 
to  the  Commission  should  contact  the 
Office  of  the  Secretary  at  202-205-2000. 
General  information  concerning  the 
Commission  may  also  be  obtained  by 
accessing  its  internet  server  at  http:// 
www.usitc.gov.  The  public  record  for 


this  investigation  may  be  viewed  on  the 
Commission’s  electronic  docket  (EDIS) 
at  http://edis.usitc.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Thomas  S.  Fusco,  Esq.,  Office  of  Unfair 
Import  Investigations,  U.S.  International 
Trade  Commission,  telephone  (202) 
205-2571. 

Authority:  The  authority  for 
institution  of  this  investigation  is 
contained  in  section  337  of  the  Tariff 
Act  of  1930,  as  amended,  and  in  section 
210.10  of  the  Commission’s  Rules  of 
Practice  and  Procedure,  19  CFR  210.10 
(2010). 

Scope  of  Investigation:  Having 
considered  the  complaint,  the  U.S. 
International  Trade  Commission,  on 
November  17,  2010,  ordered  that — 

(1)  Pursuant  to  subsection  (b)  of 
section  337  of  the  Tariff  Act  of  1930,  as 
amended,  an  investigation  be  instituted 
to  determine  whether  there  is  a 
violation  of  subsection  (a)(1)(B)  of 
section  337  in  the  importation  into  the 
United  States,  the  sale  for  importation, 
or  the  sale  within  the  United  States  after 
importation  of  certain  products 
containing  interactive  program  guide 
and  parental  controls  technology  that 
infringe  one  or  more  of  claims  1-7  and 
13-19  of  the  ‘929  patent;  claims  1-3, 
13-16,  20-24,  26,  and  27  of  the  ‘016 
patent;  and  claims  1-4,  7,  8,  and  10—12 
of  the  ‘523  patent,  and  whether  an 
industry  in  the  United  States  exists  as 
required  by  subsection  (a)(2)  of  section 
337; 

(2)  For  the  purpose  of  the 
investigation  so  instituted,  the  following 
are  hereby  named  as  parties  upon  which 
this  notice  of  investigation  shall  be 
served: 

(a)  The  complainants  are: 

Rovi  Corporation,  2830  De  La  Cruz 
Blvd.,  Santa  Clara,  C A  95050. 

Rovi  Guides,  Inc.  (f/k/a  Gemstar-TV 
Guide  International  Ihc.),  2830  De  La 
Cruz  Blvd.,  Santa  Clara,  CA  95050. 
United  Video  Properties,  Inc.,  2830  De 
La  Cruz  Blvd.,  Santa  Clara,  CA  95050. 
Index  Systems,  Inc.,  Craigmuir 
Chambers,- P.O.  Box  7,  Road  Town, 
Tortola,  British  Virgin  Islands,  VG. 

(b)  The  respondents  are  the  following 
entities  alleged  to  be  in  violation  of 
section  337,  and  are  the  parties  upon 
which  the  complaint  is  to  be  served: 
Toshiba  Corp.,  1-1,  Shibaura  1-chome, 

Minato-ku,  Tokyo,  105-8001,  Japan. 
Toshiba  America,  Inc.,  1251  Avenue  of 
the  Americas,  Ste.  4110,  New  York, 
NY  10020. 

Toshiba  America  Consumer  Products, 
L.L.C.,  82  Totowa  Road,  Wayne,  NJ 
07470. 


Toshiba  America  Information  Systems, 
Inc.,  9740  Irvine  Blvd.,  Irvine,  CA 
92618. 

(cj  The  Commission  investigative 
attorney,  party  to  this  investigation,  is 
Thomas  S.  Fusco,  Esq.,  Office  of  Unfair 
Import  Investigations,  U.S.  International 
Trade  Commission,  500  E  Street,  SW., 
Suite  401,  Washington,  DC  20436;  and 

(3)  For  the  investigation  so  instituted, 
the  Honorable  Paul  J.  Luckern,  Chief 
Administrative  Law  Judge,  U.S. 
International  Trade  Commission,  shall 
designate  the  presiding  Administrative 
Law  Judge. 

Responses  to  the  complaint  and  the 
notice  of  investigation  must  be 
submitted  by  the  named  respondents  in 
accordance  with  section  210.13  of  the 
Commission’s  Rules  of  Practice  and 
Procedure,  19  CFR  210.13.  Pursuant  to 
19  CFR  201.16(d)-(e)  and  210.13(a), 
such  responses  will  be  considered  by 
the  Commission  if  received  not  later 
than  20  days  after  the  date  of  service  by 
the  Commission  of  the  complaint  and 
the  notice  of  investigation.  Extensions  of 
time  for  submitting  responses  to  the 
complaint  and  the  notice  of 
investigation  will  not  be  granted  unless 
good  cause  therefor  is  shown. 

Failure  of  a  respondent  to  file  a  timely 
response  to  each  allegation  in  the 
complaint  and  in  this  notice  may  be 
deemed  to  constitute  a  waiver  of  the 
right  to  appear  and  contest  the 
allegations  of  the  complaint  and  this 
notice,  and  to  authorize  the 
administrative  law  judge  and  the 
Commission,  without  further  notice  to 
the  respondent,  to  find  the  facts  to  be  as 
alleged  in  the  complaint  and  this  notice 
and  to  enter  an  initial  determination 
and  a  final  determination  containing 
such  findings,  and  may  result  in  the 
issuance  of  an  exclusion  order  or  a  cease 
qnd  desist  order  or  both  directed  against 
the  respondent. 

Issued:  November  18,  2010. 

By  order  of  the  Commission. 

Marilyn  R.  Abbott, 

Secretary  to  the  Commission. 

|FR  Doc.  2010-29553  Filed  11-23-10;  8:45  am) 
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action:  Notice  of  revision  of  listing  of 
covered  Department  of  Energy  facilities. 

SUMMARY:  The  Office  of.Workers’ 
Compensation  Programs  (OWCP)  is 
publishing  a  list  of  Department  of 
Energy  (DOE)  facilities  covered  under 
the  Energy  Employees  Occupational 
Illness  Compensation  Program  Act  of 
2000,  as  amended  (EEOICPA).  This 
notice  revises  thp  listing  of  DOE 
facilities  that  was  last  published  by 
OWCP  on  June  23,  2009  (74  FR  29722) 
to  include  additional  determinations 
made  on  this  subject  through  November 
24,  2010. 

FOR  FURTHER  INFORMATION  CONTACT: 

Rachel  P.  Leiton,  Director  of  the 
Division  of  Energy  Employees 
Occupational  Illness  Compensation, 
Office  of  Workers’  Compensation 
Programs,  U.S.  Department  of  Labor, 
Room  C-3321,  200  Constitution 
Avenue,  NW.,  Washington,  DC  20210. 
Telephone:  202-693-0081  (this  is  not  a 
toll-free  number). 

ADDRESSES:  OWCP  welcomes  comments 
regarding  this  list.  Individuals  who  wish 
to  suggest  changes  to  this  list  may 
provide  information  to  OWCP  at  the 
following  address:  U.S.  Department  of 
Labor,  Office  of  Workers’  Compensation 
Programs,  Division  of  Energy  Employees 
Occupational  Illness  Compensation, 
Room  C-3321,  200  Constitution 
Avenue,  NW.,  Washington,  DC  20210. 
You  may  also  suggest  changes  to  this  list 
by  e-mail  at  DEEOIC-PubIic@doI.gov. 
You  should  include  “DOE  facilities  list” 
in  the  subject  line  of  any  e-mail 
containing  comments  on  this  list. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  Energy  Employees  Occupational 
Illness  Compensation  Program  Act  of 
2000,  as  amended  (42  U.S.C.  7384  et 
seq.),  was  originally  enacted  on  October 
30,  2000,  and  primary  responsibility  for 
administration  of  EEOICPA  was 
assigned  to  the  Department  of  Labor 
(DOL)  by  Executive  Order  13179  (65  FR 
77487).  In  section  2(c)(vii)  of  that 
Executive  Order,  DOE  was  directed  to 
“publish  in  the  Federal  Register  a  list  of 
atomic  weapons  employer  facilities 
within  the  meaning  of  section  [73841(5)1 
of  the  Act,  Department  of  Energy 
employer  facilities  within  the  meaning 
of  section  [73841(12)1  of  the  Act,  and  a 
list  of  facilities  owned  and  operated  by 
a  beryllium  vendor,  within  the  meaning 
of  section  [73841(6)1  of  the  Act.” 
Pursuant  to  this  direction,  DOE 
published  a  list  of  all  three  types  of 
facilities  covered  under  EEOICPA  on 
January  17,  2001  (66  FR  4003),  and 
subsequently  revised  and  republished 


the  entire  list  on  June  11,  2001  (66  FR 
31218),  December  27,  2002  (67  FR 
79068),  July  21,  2003  (68  FR  43095)  and 
August  23,  2004  (69  FR  51825).  In 
subsequent  notices  published  on 
November  30,  2005  (70  FR  71815),  June 
28,  2007  (72  FR  35448),  April  9,  2009 
(74  FR  16191)  and  August  3,  2010  (75 
FR  45608),  DOE  further  revised  the 
August  23,  2004  list  of  all  three  types  of 
covered  facilities  by  formally  removing 
a  total  of  twelve  Atomic  Weapons 
Employer  (AWE)  facilities  without 
republishing  the  list  in  its  entirety. 

Following  the  amendments  to 
EEOICPA  that  were  enacted  as  subtitle 
E  of  Title  XXXI  of  the  Ronald  W.  Reagan 
National  Defense  Authorization  Act  for 
Fiscal  Year  2005,  Public  Law  108-375, 
118  Stat.  1811,  2178  (October  28,  2004), 
DOL  promulgated  final  regulations 
governing  its  expanded  responsibilities 
under  EEOICPA  on  December  29,  2006 
(71  FR  78520).  One  of  those  regulations, 
20  CFR  30.5(x)(2),  indicates  that  DOL 
has  adopted  the  list  of  DOE  facilities 
that  was  published  by  DOE  on  August 
23,  2004,  and  notes  that  “DOL  will 
periodically  update  this  list  as  it  deems 
appropriate  in  its  sole  discretion  by 
publishing  a  revised  list  of  covered 
[DOE]  facilities  in  the  Federal  Register.” 
In  making  these  updates,  §  30.5(x)(l) 
specifies  that  the  Director  of  OWCP  is 
solely  responsible  for  determining  if  a 
particular  work  site  under  consideration 
meets  the  definition  of  a  Department  of 
Energy  facility.  This  sole  responsibility 
is  derived  from  the  grant  of  primary 
authority  to  DOL  to  administer  the 
EEOICPA  claims  process  contained  in 
section  2(a)(i)  of  Executive  Order  13179. 

II.  Purpose 

Since  OWCP  last  published  a  notice 
listing  all  DOE  facilities  covered  under 
EEOICPA  in  the  Federal  Register  on 
June  23,  2009,  the  Director  of  OWCP  has 
determined,  in  connection  with  claims 
filed  under  EEOICPA,  that  three 
additional  work  sites  meet  the  statutory 
definition  of  a  Department  of  Energy 
facility.  These  determinations  are'hriefly 
described  in  this  SUPPLEMENTARY 
INFORMATION  and  are  memorialized  in 
the  two  updated  lists  of  DOE  facilities 
published  today.  The  new  work  sites 
determined  by  the  Director  to  be  DOE 
facilities  are  the  High  Energy  Rate 
Forging  Facility  in  Oxnard,  California, 
the  St.  Louis  Airport  Storage  Site  in  St. 
Louis,  Missouri,  and  the  B  &  T  Metals 
facility  in  Columbus,  Ohio.  In  addition, 
the  names  of  two  facilities  that  appeared 
on  OWCP’s  prior  notice  have  been 
clarified  in  this  publication.  The  facility 
listed  as  the  Iowa  Ordnance  Plant  (Iowa 
Army  Ammunition  Plant)  on  the  prior 
notice  now  appears  as  the  Iowa 


Ordnance  Plant  (Line  1  and  Associated 
Activities)  in  this  notice,  and  the 
Metallurgical  Laboratory,  University  of 
Chicago  (Eckert  Hall,  Jones  Laboratory, 
Kent  Laboratory  and  Ryerson  Hall)  now 
appears  as  the  Metallurgical  Laboratory, 
University  of  Chicago  (Eckhart  Hall, 
Jones  Laboratory  and  Ryerson  Hall 
only).  These  clarifications  do  not  have 
any  effect  on  the  status  of  this  work 
sites,  and  are  only  intended  to  more 
precisely  identify  the  facilities  in 
question. 

By  updating  the  two  lists  found 
below,  OWCP  is  presenting  the  public 
with  the  most  current  listing  of  DOE 
facilities  in  order  to  assist  potential 
claimants  and  their  families.  OWCP  is 
continuing  its  efforts  in  this  area  as  it 
adjudicates  claims  filed  under 
EEOICPA,  and  further  revisions  of  these 
lists  should  be  expected.  Although  DOE 
maintains  a  Web  site  [http:// 
www.hss.energy.gov/healthsafety/fwsp/ 
advocacy /faclist/findfacility.cfm)  that 
provides  information  on  AWE  facilities. 
Beryllium  Vendor  facilities  and  DOE 
facilities  to  the  public,  the  information 
on  that  Web  site  regarding  DOB  facilities 
should  not  be  relied  upon  as  it  may  not 
be  up  to  date,  nor  is  it  binding  on  OWCP 
in  its  adjudication  of  claims  filed  under 
EEOICPA.  Instead,  OWCP  is  solely 
authorized  to  give  the  public  notice  of 
the  Director’s  determinations  regarding 
DOE  facilities. 

III.  Introduction  to  the  Lists 

The  five  complete  lists  previously 
published  by  DOE  included  all  three 
types  of  work  sites  described  in 
Executive  Order  13179,  i.e.,  AWE 
facilities.  Beryllium  Vendor  facilities, 
and  DOE  facilities.  However,  the  lists 
published  on  June  23,  2009  and  again 
today  by  OWCP  only  include  work  sites 
that  meet  the  definition  of  a  Department 
of  Energy  facility  found  at  section 
73841(12)  of  EEOICPA,  because  the 
authority  to  designate  AWE  facilities 
and  Beryllium  Vendor  facilities  has 
been  granted  to  DOE,  not  DOL,  pursuant 
to  section  7384l(4)(B)  of  EEOICPA  and 
section  2(c)(iv)  of  Executive  Order 
13179.  However,  since  some  work  sites 
can  meet  the  definition  of  more  than 
just  one  type  of  covered  work  site 
during  either  consecutive  or  concurrent 
time  periods,  simply  presenting  one  list 
of  DOE  facilities  (without  also 
differentiating  among  them  in  some 
easily  understood  fashion)  could  lead 
the  reader  to  wrongly  conclude  that  a 
listed  work  site  has  always  been  a  DOE 
facility  when,  in  fact,  it  only  had  that 
status  during  a  brief  period.  To  lessen 
the  potential  for  this  type  of 
misunderstanding,  OWCP  has  decided 
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to  continue  its  practice  of  presenting 
two  separate  lists  of  DOE  facilities. 

The  first  list  consists  exclusively  of 
work  sites  that  have  only  been  DOE 
facilities  for  purposes  of  coverage  under 
EEOICPA,  and  the  second  list  consists 
of  work  sites  that  have  also  been  at  least 
one  other  type  of  covered  work  site  in 
addition  to  a  DOE  facility.  To  see  what 
other  types  of  covered  work  sites  the 
DOE  facilities  appearing  in  the  second 
list  are  or  have  been,  readers  can  refer 
to  the  Federal  Register  notices 
published  by  DOE  on  August  23,  2004 
(69  FR  51825),  November  30,  2005  (70 
FR  71815),  June  28,  2007  (72  FR  35448), 
April  9,  2009  (74  FR  16191)  and  August 
3,  2010  (75  FR  45608).  Since  coverage 


under  EEOICPA  for  DOE  facilities  is 
limited  to  periods  during  which 
“operations”  were  performed  by  or  on 
behalf  of  DOE  (or  its  predecessor 
agencies),  and  when  DOE  (or  its 
predecessor  agencies)  either  had  a 
proprietary  interest  in  the  site  or  had 
entered  into  a  particular  type  of  contract 
with  an  entity  at  the  site,  the  lists  below 
include  date  ranges  during  which 
covered  employment  at  each  site  could 
have  been  performed.  These  date  ranges, 
however,  are  not  considered  binding  on 
OWCP  in  its  adjudication  of  individual 
claims  under  EEOICPA  and  are 
presented  ih  this  notice  for  the  sole 
purpose  of  informing  the  public  of  the 


current  results  of  OWCP’s  research  into 
the  operational  histories  of  these  work 
sites,  some  of  which  extend  back  to  the 
establishment  of  the  Manhattan 
Engineer  District  of  the  U.S.  Army  Corps 
of  Engineers  on  August  13,  1942. 
OWCP’s  efforts  in  this  area  are 
continuing,  and  it. expects  that  the  date 
ranges  included  in  this  notice  will 
change  with  the  publication  of  future 
notices.  DOE  facilities  appearing  on  the 
lists  that  have  undergone  environmental 
remediation  at  the  direction  of  or 
directly  by  DOE  are  identified  by  the 
following  symbol — t — after  the  date 
range  during  which  such  environmental 
remediation  occurred. 


List  1— Work  Sites  That  Are/Were  DOE  Facilities  Exclusively 


Facility  name  j 

Location  ! 

_L 

Dates 

Alaska  DOE  Facilities 

Amchitka  Nuclear  Explosion  Site . 

Project  Chariot  Site . ; . 

Amchitka  Island . i 

Cape  Thompson . I 

1965-1973;  2001  .f 

1962;  199.3.t 

California  DOE  Facilities 

Area  IV  of  the  Santa  Susanna  Field  Laboratory  . 

Canoga  Complex  . 

De  Soto  Complex . 

Downey  Facility . 

High  Energy  Rate  Forging  (HERF)  Facility  . .'. . 

Laboratory  for  Energy-Related  Health  Research,  University 
of  California  (Davis). 

Laboratory  of  Biomedical  and  Environmental  Sciences,  Uni¬ 
versity  of  California  (Los  Angeles). 

Laboratory  of  Radiobiology  and  Environmental  Health,  Uni¬ 
versity  of  California  (San  Francisco). 

Lawrence  Berkeley  National  Laboratory . 

Lawrence  Livermore  National  Laboratory . . 

Sandia  National  Laboratories.  Salton  Sea  Test  Base . 

Sandia  National  Laboratories-Livermore  . . 

Stanford  Linear  Accelerator  Center,  Stanford  University  . 

Ventura  County  . 

Los  Angeles  County . 

Los  Angeles  County . 

Los  Angeles  County . 

Oxnard . 

Davis  . 

Los  Angeles  . 

San  Francisco  . 

I 

Berkeley  . 

Livermore  . 

Imperial  County  . 

Livermore  . 

Palo  Alto . .' . 

1955-1988;  1 988-Present,  t 

1955- 1960. 

1959-1995;  1998.t 

1948-1955. 

1984-1997. 

1958-1989;  1991 -Present,  f 

1 947-Present. 

1951-1999. 

1 942-Present. 

1 950-Present. 

1946-1961. 

1956- Present. 

1962-Present. 

Colorado  DOE  Facilities 

Grand  Junction  Operations  Office  . 

Project  Rio  Blanco  Nuclear  Explosion  Site . 

Project  Rulison  Nuclear  Explosion  Site  . 

Rocky  Flats  Plant . 

Grand  Junction . 

Rifle  . 

Grand  Valley  . 

Golden . 

1 943-Present. 

1973-1976. 

1969-1971;  1972-1 978.  f 

1951-2006. 

Florida  DOE  Facilities 

Pinellas  Plant  . .-. . ' 

CleanA/ater . 

1957-1997. 

Hawaii  DOE  Facilities 

Kauai  Test  Facility,  U.S.  Navy  Pacific  Missile  Range  . 

j  Kauai  . 

1 

1  Mid  I970’s-Present. 

Idaho  DOE  Facilities 

Argonne  National  Laboratory- West  . . . 

Scoville  . 

1949-2005. 

Idaho  National  Laboratory  . 

j  Scoville  . 

1 949-Present. 

Illinois  DOE  Facilities 

Argonne  National  Laboratory-East  . .’ . 

Fermi  National  Accelerator  Laboratory  . 

j  Argonne . 

Batavia  . 

1 946-Present. 

1972-Present. 
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Lisr  1— Work  Sites  That  Are/Were  DOE  Facilities  Exclusively— Continued 


Facility  name  ■  H  -  Location  I  Dates 


Indiana  DOE  Facilities 


Dana  Heavy  Water  Plant  . * . 

i 

.  1 

Dana . : . j 

1943-1957. 

Iowa  DOE  Facilities 

Ames  Latxiratory,  Iowa  State  University  . 

Ames  . . 

1 942-Present. 

Iowa  Ordnance  Plant  (Line  1  and  Associated  Activities)  . 

Burlington  . 

1947-1974. 

* 

Kentucky  DOE  Facilities 

Paducah  Gaseous  Diffusion  Plant . 

Paducah  . 

1951-7/28/98;  7/29/98-Present. f 

Massachusetts  DOE  Facilities 

Winchester  Engineering  and  Analytical  Center  . 

Winchester  . 

1952-1961. 

Minnesota  DOE  Facilities 


-  .  .  .  I 

Elk  River  Reactor .  I  Elk  River .  I  1962-1968. 


Mississippi  DOE  Facilities 


Salmon  Nuclear  Explosion  Site  .  1  Hattiesburg  . 

1964-1972. 

Missouri  DOE  Facilities 

Kansas  City  Plant  . . . 

Mallinckrodt  Chemical  Co.,  Destrehan  Street  Facility  . 

St.  Louis  Airport  Storage  Site  (SLAPS)  . 

Weldon  Spring  Plant  . 

Kansas  Qty  . . .  1 

St.  Louis  .  1 

St.  Louis  . 

Weldon  Spring . . . 

1949-Present. 

1942-1962;  1995.t 

1947-1973;  1984-1998. 

1955-1967;  1 975-Present.t 

Nebraska  DOE  Facilities 

1 

Hallam  Sodium  Graphite  Reactor .  j  Hallam  . 

1960-1971. 

Nevada  DOE  Facilities 

Nevada  Operations  Office  . 

North  Las  Vegas  . 

1 962-Present. 

Nevada  Test  Site  . 

Project  Faultless  Nuclear  Explosion  Site . 

Project  Shoal  Nuclear  Explosion  Site . 

Tonopah  Test  Range  . . 

Yucca  Mountain  Site  Characterization  Project  . 

Mercury  . 

Central  Nevada  Test  Site . . 

Fallon . 

Tonopah . . . 

Yucca  Mountain  . . . 

1951 -Present. 

1967-1974. 

1962-1964. 

1 956-Present. 

1 987-Present. 

New  Jersey  DOE  Facilities 

Middlesex  Sampling  Plant  . . . 

New  Brunswick  Laboratory  . 

Princeton  Plasma  Physics  Laboratory,  James  Forrestal  Cam¬ 
pus  of  Princeton  University. 

Middlesex  . 

New  Brunswick . 

Princeton  . . 

1943-1967;  1 980-1 982.t 

1948-1977. 

1951 -Present. 

New  Mexico  DOE  Facilities 

Albuquerque  Operations  Office  . 

Chupadera  Mesa  . 

Hangar  481 ,  Kirtland  AFB . 

Kirtland  Operations  Office,  Kirtland  AFB  . 

Los  Alamos  Medical  Center . 

Los  Alamos  National  Laboratory  . 

Lovelace  Respiratory  Research  Institute,  Kirtland  AFB  . 

Project  Gasbuggy  Nuclear  Explosion  Site . 

Project  Gnome  Nuclear  Explosion  Site  . 

Sandia  National  Laboratories  . 

South  Albuquerque  Works . 

Trinity  Nuclear  Explosion  Site,  Alamogordo  Bombing  and 
Gunnery  Range.  * 

Waste  Isolation  Pilot  Plant . 

Albuquerque  . 

White  Sands  Missile  Range . 

Albuquerque  . 

Albuquerque  . 

Los  Alamos  . 

Los  Alamos  . 

Albuquerque  . . 

Farmington  . 

Carlsbad  . 

Albuquerque  . . 

Albuquerque  . 

White  Sands  Missile  Range . 

Carlsbad  . 

1 942-PresBnt. 

1945. 

1989-1996. 

1964-Present. 

1952-1963. 

1942-Present. 

1960-Present. 

1967-1973;  1978;  1 992-Present,  t 
1960-1962. 

1 949-Present. 

1951-1967. 

1945;  1952t;  1967.t 

1999-Present. 

New  York  DOE  Facilities 

Brookhaven  National  Laboratory  . 

Electro  Metallurgical  Co . . . 

Upton . 

Niagara  Falls . 

1 947-Present. 

1942-1953. 
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List  1— Work  Sites  That  Are/Were  DOE  Facilities  Exclusively— Continued 


Facility  name 

Location 

Dates  ' 

Environmental  Measurements  Laboratory . 

Lake  Ontario  Ordnance  Works  . 

Linde  Ceramics  Plant  (Buildings  30,  31 ,  37,  38  only)  . 

Peek  Street  Facility  (Knolls  Atomic  Power  Laboratory) . 

Sacandaga  Facility . 

SAM  Laboratories,  Columbia  University . 

Separations  Process  Research  Unit  (Knolls  Atomic  Power 
Laboratory). 

University  of  Rochester  Atomic  Energy  Project . 

New  York . 

Niagara  County  . . 

Tonawanda . 

Schenectady . 

Glenville . 

New  York . 

Schenectady . 

Rochester . 

1946- 2003. 

1944-1997. 

1942-1953;  1988-19921;  1996.t 

1947- 1954. 

1947-1953. 

1942- 1947. 

1950-1965. 

1943- 1986. 

Ohio  DOE  Facilities 

Extrusion  Plant  (Reactive  Metals  Inc.)  . 

Feed  Materials  Production  Center  (FMPC)  . 

Mound  Plant . 

Piqua  Organic  Moderated  Reactor  . 

Portsmouth  Gaseous  Diffusion  Plant . 

Ashtabula  . . . 

Fernald  . 

Miamisburg . 

Piqua  . 

Piketon  . . . 

1962- Present. 

1951 - Present. 

1 947-Present. 

1963- 1969. 

1952- 7/28/98;  7/29/98-Present. f 

Oregon  DOE  Facilities 

Albany  Metallurgical  Research  Center,  U.S.  Bureau  of  Mines 

Albany  . T. . 

1987-19931;  1995-Present. 

Pennsylvania  DO^  Facilities 

Shippingport  Atomic  Power  Plant  . I 

Shippingport  . . 

1984-1995.1 

Puerto  Rico  DOE  Facilities 

BONUS  Reactor  Plant  . 

Puerto  Rico  Nuclear  Center . 

Punta  Higuera  . 

Mayaguez  . 

1964-1968. 

1957-1976;  1987.1 

South  Carolina  DOE  Facilities 

Savannah  River  Site  . 

Aiken  .  |  1950-Present. 

Tennessee  DOE  Facilities 

Clarksville  Modification  Center,  Ft.  Campbell . 

Clarksville  . 

1949-1967. 

Clinton  Engineer  Works  (CEW)  . .- . 

Oak  Ridge  Gaseous  Diffusion  Plant  (K-25)  . 

Oak  Ridge  Hospital . 

Oak  Ridge  Institute  for  Science  Education . 

Oak  Ridge  National  Laboratory  (X-10)  . 

Office  of  Scientific  and  Technical  Information  (OSTI)  . 

S-50  Oak  Ridge  Thermal  Diffusion  Plant  . . 

Y-12  Plant  ...: . 

Oak  Ridge  . 

Oak  Ridge  . 

Oak  Ridge  . 

Oak  Ridge  . 

Oak  Ridge  . 

Oak  Ridge  . 

Oak  Ridge  . 

Oak  Ridge  . 

1943-1949. 

1943-1987;  1988-Present.l 

1943-1959. 

1946-Present. 

1943- Present. 

1957-Present. 

1944- 1951. 

1942-Present. 

Texas  DOE  Facilities 

Medina  Modification  Center  . . . 

Pantex  Plant . 

San  Antonio . 

Amarillo  . . 

1958-1966. 

1951 -Present. 

Virginia  DOE  Facilities 

Thomas  Jefferson  National  Accelerator  Facility  . 

Newport  News . 

1 994-Present. 

Washington  DOE  Facilities 

Hanford  Engineer  Works  . 

Pacific  Northwest  National  Laboratory  . 

Richland  . t . 

Richland  . 

1942-Present. 

1 965-Present. 

West  Virginia  DOE  Facilities 

Reduction  Pilot  Plant  . 

Huntington  . 

1951-1963;  1978-1979. 

Wisconsin  DOE  Facilities 
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List  1— Work  Sites  That  Are/Were  DOE  Facilities  Exclusively— Continued 

•  Facility  name 

Location 

Dates 

Territorial  DOE  Facilities 

Pacific  Proving  Ground  . 

Bikini  and  Enewetak  Atolls  (now  Re¬ 
public  of  the  Marshall  Islands),  John¬ 
ston  Island  and  Christmas  Island.. 

1946-1962. 

List  2:  Work  Sites  That  are/Were  DOE  Facilities  (for  the  Years  Identified  in  the  Last  Column  Only)  and 

Also  Another  Type  of  EEOICPA-Covered  Facility 


Facility  name 

Location 

Date 

Arizona  DOE  Facilities 

Ore  Buying  Station  at  Globe . 

Globe  . 

1955-1957. 

California  DOE  Facilities 

General  Atomics  (Torrey  Pines  Mesa  and  Sorrento  } 
West).  1 

La  Jolla  . 

1 996-1 999.t 

General  Electric  Vallecitos . 

Pleasanton  . . . 

1 998-Present,  t 

Colorado  DOE  Facilities 

Green  Sludge  Plant  in  Uravan . 

Uranium  Mill  in  Durango  . 

Uravan  . 

Durango  . 

1943-1945. 

1948-1953. 

Connecticut  DOE  Facilities 

Connecticut  Aircraft  Nuclear  Engine  Laboratory 
(CANEL). 

Seymour  Specialty  Wire  . 

Middletown  . 

Seymour . 

1958-1966. 

1992-1993.1 

Illinois  DOE  Facilities 

General  Steel  Industries  (South  Plant) . 

Metallurgical  Laboratory,  University  of  Chicago  (Eck- 
hart  Hall,  Jones  Laboratory  and  Ryerson  Hall  only). 
National  Guard  Armory  (Washington  Park  Armory)  ... 

Granite  City . 

Chicago  . . 

Chicago . . 

T993.t 

1 982-1 984t:  1987.t 

1987.t 

Massachusetts  DOE  Facilities 

Chapman  Valve  Manufacturing  Co . 

Hood  Building . 

Ventron  Corporation  . . 

Indian  Orchard  . . . 

Cambridge  . 

Beverly  . 

1995.t 

1946-1963. 

1986;  1996-1997.1 

Michigan  DOE  Facilities 

Bridgeport  Brass  Co  . 

Adrian . '. . 

19761;  1995.1 

Missouri  DOE  Facilities 

Latty  Avenue  Properties  . 

Hazelwood  ....’ . 

1984-1986.1 

New  Jersey  DOE  Facilities 

Du  Pont  Deepwater  Works  . 

Kellex/Pierpont  . . . 

Middlesex  Municipal  Landfill  . .’ . 

Rare  EarthsWV.R.  Grace . 

1  Deepwater . : . 

1  Jersey  City  . 

1  Wayne . 

1996.1 

1979-1980.1 

1984;  1986. 

1985-1987. 

New  Mexico  DOE  Facilities 

Ore  Buying  Station  at  Grants  . 

Ore  Buying  Station  at  Shiprock  . ’. . 

Grants  . 

Shiprock  . 

1  1956-1958. 

1952-1954. 

New  York  DOE  Facilities 

Baker  and  Williams  Warehouses  (Pier  38)  . . 

Colonie  Interim  Storage  Site  (National  Lead  Co.)  . 

West  Valley  Demonstration  Project  . 

New  York  . . 

Colonie  (Albany)  . 

West  Valley . 

1991-1993.1 

1984-1998. 

1 980-Present. 
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List  2:  Work  Sites  That  Are/Were  DOE  Facilities  (for  the  Years  Identified  in  the  Last  Column  Only)  and 
Also  Another  Type  of  EEOICPA-Covered  Facility— Continued 


Facility  name 

-  Location  ] 

Date  * 

Ohio  DOE  Facilities 

Alba  Craft  . . . 

Associated  Aircraft  Tool  and  Manufacturing  Co . 

B  &  T  Metals  . 

Baker  Brothers  . . . 

Battelle  Laboratories-King  Avenue  . 

Battelle  Laboratories-West  Jefferson . 

Beryllium  Production  Plant  (Brush  Luckey  Plant) . 

General  Electric  Co.  (Ohio)  . 

Herring-Hall  Marvin  Safe  Co . 

Oxford  . 

Fairfield  . 

Columbus . 

Toledo  . 

Columbus . 

Columbus  . . 

Luckey  . 

Cincifinati/Evendale  . 

Hamilton  . 

1994-1995.1 

1 994-1 995.t 

1996.t 

1995.t 

1986-2000. 

1 986-Present,  t 

1949-1961;  1 992-Present,  f 
1961-1970. 

1 994-1 995.t 

Pennsylvania  DOE  Facilities 

Aliquippa  Forge . 

C.H.  Schnorr  &  Company . 

Aliquippa  . 

Springdale . 

1988;  1 993-1 994.t 

1994.t 

South  Dakota  DOE  Faciiities 

Ore  Buying  Station  at  Edgemont . 

Edgemont . 

1952-1956. 

Utah  DOE  Facilities 

Ore  Buying  Station  at  Marysvale . 

Ore  Buying  Station  at  Moab  . 

Ore  Buying  Station  at  Monticello  . 

Ore  Buying  Station  at  White  Canyon  . 

Uranium  Mill  in  Moab . 

Uranium  Mill  in  Monticello . . 

Marysvale . 

Moab  . 

Monticello . 

White  Canyon  . 

Moab  . 

Monticello . 

1950-1957. 

1954-1960. 

1948-1962. 

1954-1957. 

2001 -Present. 

1948-1960. 

Wyoming  DOE  Facilities 

Ore  Buying  Station  at  Crooks  Gap .  Crooks  Gap 

Ore  Buying  Station  at  Riverton  .  Riverton 


1956-1957. 

1955-1957. 


t  Denotes  a  period  of  environmental  remediation. 


Signed  at  Washington,  DC,  this  day  of 
September  2010. 

Shelby  Hallmark, 

Director,  Office  of  Workers’  Compensation 
Programs. 

(FR  Doc.  2010-29638  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4510-CR-P 


NATIONAL  ARCHIVES  AND  RECORDS 
ADMINISTRATION 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request 

AGENCY:  National  Archives  and  Records 
Administration  (NARA). 

ACTION:  Notice. 

summary:  NARA  is  giving  public  notice 
that  the  agency  proposes  to  request  use 
of  a  new  information  collection.  This 
information  collection  is  an  order  form 
for  genealogical  research  in  the  National 
Archives,  Standard  A-File,  used  by 
researcher  to  order  alien  registration 
files.  The  public  is  invited  to  comment 
on  the  proposed  information  collections 


pursuant  to  the  Paperwork  Reduction 
Act,  of  1995. 

DATES:  Written  comments  must  be 
received  on  or  before  January  24,  2011 
to  be  assured  of  consideration. 
addresses:  Comments  should  be  sent 
to:  Paperwork  Reduction  Act  Comments 
(NHP),  Room  4400,  National  Archives 
and  Records  Administration,  8601 
Adelphi  Rd,  College  Park,  MD  20740— 
6001;  or  faxed  to  301-713-7409;  or 
electronically  mailed  to  tamee.fechhelm 
©nard.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 

Requests  for  additional  information  or 
copies  of  the  proposed  information 
collections  and  supporting  statements 
should  be  directed  to  Tamee  Fechhelm 
at  telephone  number  301-837-1694,  or 
fax  number  301-713-7409. 
SUPPLEMENTARY  INFORMATION:  Pursuant 
to  the  Paperwork  Reduction  Act  of  1995 
(Pub.  L.  104-13),  NARA  invites  the 
general  public  and  other  Federal 
agencies  to  comment  on  proposed 
information  collections.  The  comments 
and  suggestions  should  address  one  or 
more  of  the  following  points:  (a) 
Whether  the  proposed  information 


collection  is  necessary  for  the  proper 
performance  of  the  functions  of  NARA; 
(b)  the  accuracy  of  NARA’s  estimate  of 
the  burden  of  the  proposed  information 
collection;  (c)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  to  be  collected;  and  (d) 
ways  to  minimize  the  burden  of  the 
collection  of  information  on  all 
respondents,  including  the  use  of 
information  technology;  and  (e)  whether 
small  businesses  are  affected  by  this 
collection.  The  comments  that  are 
submitted  will  be  summarized  and 
included  in  the  NARA  request  for  Office 
of  Management  and  Budget  (OMB) 
approval.  All  comments  will  become  a 
matter  of  public  record.  In  this  notice, 
NARA  is  soliciting  comments 
concerning  the  following  information 
collections: 

Title:  Standard  A-File. 

OMB  number:  3095-00XX. 

Agency  form  numbers:  NATF  Form 
AFILEl. 

Type  of  review:  Regular. 

Affected  public:  Individuals  or 
households. 

Estimated  number  of  respondents: 
480. 
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Estimated  time  per  response:  10 
minutes. 

Frequency  of  response:  On  occasion. 
Estimated'total  annual  burden  hours: 
80. 

Abstract:  Submission  of  requests  on  a 
form  is  necessary  to  handle  in  a  timely 
fashion  the  volume  of  requests  received 
for  these  records  and  the  need  to  obtain 
specific  information  from  the  researcher 
to  search  for  the  records  sought.  The 
records,  called  Alien  Files,  or  A-Files, 
contain  all  records  of  any  active  case  of 
an  alien  not  yet  naturalized  as  they 
passed  through  the  United  States 
immigration  and  inspection  process. 
You  can  also  use  Order  Online! 
(http://www.archives.gov/research_ 
room/obtain_copies/ military _and_ 
geneaIogy_order_forms.html)  to 
complete  the  forms  and  order  the 
copies. 

Dated;  November  17,  2010. 

Charles  K.  Piercy, 

Acting  Assistant  Archivist  for  Information 
Services. 

(FR  Doc.  2010-29659  Filed  11-23-10;  8:45  am] 

BILUNG  CODE  7515-01-P 


NATIONAL  ARCHIVES  AND  RECORDS 
ADMINISTRATION 

Founding  Fathers  Advisory  Committee 
(FFAC) 

agency:  National  Archives  and  Records 
Administration. 

ACTION:  Notice  of  meeting. 

SUMMARY:  In  accordance  with  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  Appendix  2),  and  the 
Presidential  Historical  Records 
Preservation  Act  of  2008  (Pub.  L.  110- 
404),  the  National  Archives  and  Records 
Administration  (NARA)  announces  the 
inaugural  meeting  of  the  Founding 
Fathers  Advisory  Committee.  The 
Committee  will  advise  the  Archivist  of 
the  United  States  on  the  progress  of  the 
Founding  Fathers  editorial  projects 
funded  by  the  National  Historical 
Publications  and  Records  Commission 
(NHPRC),  the  grant  making  arm  of  the 
National  Archives.  The  meeting  will 
discuss  the  goals  and  purposes  of  the 
committee,  how  it  will  proceed  with  its 
work,  and  anticipated  future 
accomplishments. 

OATES:  The  meeting  will  be  held  on 
Monday,  December  13,  2010  from  2  p.m. 
to  3:30  p.m. 

ADDRESSES:  National  Archives  and 
Records  Administration,  700 
Pennsylvania  Avenue,  NW.,  Archivist’s 
Board  Room,  Room  119,  Washington, 

DC  20408. 


SUPPLEMENTARY  INFORMATION:  This 
meeting  will  be  open  to  the  public. 
However,  due  to  space  limitations  and 
access  procedures,  the  name,  email 
address,  and  telephone  number  of 
individuals  planning  to  attend  must  be 
submitted  to  the  National  Archives  no 
later  than  Tuesday,  December  7.  NARA 
staff  will  provide  additional  instructions 
for  gaining  access  to  the  location  of  the 
meeting.  Please  RSVP  to: 
christine.dunham@nara.gov  or  (202) 
357-5094. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kathleen  Williams,  Executive  Director 
of  the  NHPRC,  National  Archives 
Building,  700  Pennsylvania  Avenue, 
NW.,  Room  106,  Washington,  DC  20408, 
telephone  number:  (202)  357-5010,  or  at 
ka  thieen .  williams@nara  .gov. 

Dated:  November  17,  2010. 

Mary  Ann  Hadyka, 

Committee  Management  Officer. 

(FR  Doc.  2010-29661  Filed  11-23-10;  8:45  am] 

BILUNG  CODE  751 5-01 -P 


NUCLEAR  REGULATORY 
COMMISSION 

[NRC-201 0-0361] 

Toshiba  Corporation  Power  Systems 
Company  Notice  of  Receipt  and 
Availability  of  an  Application  for 
Renewal  of  the  U.S.  Advanced  Boiling 
Water  Reactor  Design  Certification 

On  November  2,  2010,  Toshiba 
Corporation  Power  Systems  Company 
(Toshiba)  filed  with  the  U.S.  Nuclear 
Regulatory  Commission  (NRC,  the 
Commissionkpursuant  to  title  10  of  the 
Code  of  Federal  Regulations  (10  CFR) 
part  52,  “Licenses,  Certifications,  and 
Approvals  for  Nuclear  Power  Plants,”  an 
application  for  a  design  certification 
(DC)  renewal  for  the  U.S.  Advanced 
Boiling  Water  Reactor  (ABWR). 

An  applicant  may  seek  a  DC  Renewal 
in  accordance  with  subpart  B  of  10  CFR 
part  52.  The  application  was  submitted 
in  accordance  with  the  requirements  of 
10  CFR  52.57(a).  The  information 
submitted  by  the  applicant  includes: 
Requests  that  the  U.S.  ABWR  design 
certification  be  amended  pursuant  to  10 
CFR  52.59(c):  an  aircraft  impact 
assessment  amendment  pursuant  to  10 
CFR  50.150;  and  an  environmental 
report  pursuant  to  lO  CFR  52.47(b)(2) 
and  10  CFR  51.55(b). 

Subsequent  Federal  Register  notices 
will  address  the  acceptability  of  the 
tendered  DC  Renewal  application  for 
docketing  and  provisions  for 
participation  of  the  public  in  the  DC 
Renewal  review  process. 


A  copy  of  the  application  is  available 
for  public  inspection  at  the 
Commission’s  Public  Document  Room 
(PDR),  located  at  One  White  Flint  North, 
Public  File  Area  01-F21,  11555 
Rpckville  Pike  (first  floor),  Rockville, 
Maryland,  and  via  the  Agencywide 
Documents  Access  and  Management 
System  (ADAMS)  Public  Electronic 
Reading  Room  on  the  Internet  at  the 
NRC  Web  site,  http://wi\'w.nrc.gov/ 
reading-rm/ adams.html.  The  accession 
numbers  for  the  application  are 
ML103080158  and  ML103080513. 
Future  publicly  available  documents 
related  to  the  application  will  also  be 
posted  in  ADAMS.  Persons  who  do  not 
have  access  to  ADAMS,  or  who 
encounter  problems  in  accessing  the 
documents  located  in  ADAMS,  should 
contact  the  NRC  Public  Document  Room 
staff  by  telephone  at  1-800-397-4209  or 
301-415—4737,  or  by  e-mail  to 
pdr.resource@nrc.gov.  The  application 
is  also  available  at  http://www.nrc.gov/ 
reactors/new-reactors/design-cert.html. 

Dated  at  Rockville,  Maryland,  this  18th  day 
of  November  2010. 

For  the  Nuclear  Regulatory  Commission. 
David  Misenhimer, 

Project  Manager,  BWR  Projects  Branch, 
Division  of  New  Reactor  Licensing,  Office  of 
New  Reactors. 

(FR  Doc.  2010-29610  Filed  11-23-10;  8:45  am] 
BILLING  CODE  7590-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Investment  Company  Act  Release  No. 
29500;  812-13698] 

Fifth  Street  Finance  Corp.,  et  ai.; 
Notice  of  Appiication 

November  18,  2010. 

AGENCY:  Securities  and  Exchange 
Commission  (“Commission”). 

ACTION:  Notice  of  an  application  for  an 
order  under  section  6(c)  of  the 
Investment  Company  Act  of  1940  (the 
“Act”)  for  an  exemption  from  sections 
18(a),  55(a),  and  61(a)  of  the  Act. 


SUMMARY  OF  THE  APPLICATION: 

Applicants  request  an  order  to  permit: 
(1)  A  business  development  company  to 
look  to  the  assets  of  its  wholly-owned 
subsidiaries,  rather  than  the  business 
development  company’s  interest  in  the 
subsidiaries  themselves,  in  determining 
whether  the  business  development 
cornpany  meets  certain  requirements  for 
business  development  companies  under 
the  Act,  and  (2)  the  business 
development  company  to  adhere  to  a 
modified  asset  coverage  requirement. 


w 
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APPLICANTS:  Fifth  Street  Finance  Corp. 
(“Fifth  Street”),  Fifth  Street  Management 
LLC,  Fifth  Street  Mezzanine  Partners  IV, 
L.P.,  FSMP  IV  GP,  LLC,  FSF/MP 
Holdings,  Inc.,  FSFC  Holdings,  Inc., 

Fifth  Street  Funding,  LLC  and  Fifth 
Street  Fund  of  Funds  LLC. 

FILING  DATES:  The  application  was  filed 
on  September  9,  2009,  and  amended  on 
February  18,  2010,  and  November  15, 
2010. 

HEARING  OR  NOTIFICATION  OF  HEARING: 

An  order  granting  the  application  will 
be  issued  unless  the  Commission  orders 
a  hearing.  Interested  persons  may 
request  a  hearing  by  writing  to  the 
Commission’s  Secretary  and  serving  • 
applicants  with  a  copy  of  the  request, 
personally  or  by  mail.  Hearing  requests 
should  be  received  by  the  Commission 
by  5:30  p.m.  on  December  13,  2010,  and 
should  be  accompanied  by  proof  of 
service  on  the  Applicants,  in  the  form 
of  an  affidavit  or,  for  lawyers,  a 
certificate  of  service.  Hearing  requests 
should  state  the  nature  of  the  writer’s 
interest,  the  reason  for  the  request,  and 
the  issues  contested.  Persons  who  wish 
to  be  notified  of  a  hearing  may  request 
notification  by  writing  to  the 
Commission’s  Secretary. 

ADDRESSES:  Secretary,  U.S.  Securities 
and  Exchange  Commission,  100  F 
Street,  NE.,  Washington,  DC  20549- 
1090.  Applicants,  10  Bank  Street,  12th 
Floor,  White  Plains,  New  York  1060B. 
FOR  FURTHER  INFORMATION  CONTACT: 
Emerson  S.  Davis,  Senior  Counsel,  at 
(202)  551-6868,  or  Janet  M.  Grossnickle, 
Assistant  Director,  at  (202)  551-6821 
(Division  of  Investment  Management, 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  INFORMATION:  The 

following  is  a  summary  of  the 
application*  The  complete  application 
may  be  obtained  via  the  Commission’s 
Web  site  by  searching  for  the  file 
number,  or  an  applicant  using  the  < 
Company  name  box,  at  http:// 
www.sec.gov/search/search.htm  or  by 
calling  (202)  551-8090. 

Applicants’  Representations 

1.  Fifth  Street,  a  Delaware 
corporation,  is  an  externally  managed, 
non-diversified,  closed-end  investment 
company  that  has  elected  to  be 
regulated  as  a  business  development 
company  (“BDC”)  under  the  Act.  Fifth 
Street  is  a  specialty  finance  company 

.  that  provides  capital  and  advisory 
services  to  small  and  mid-size 
companies  throughout  the  United 
States. 

2.  Fifth  Street  conducts,  and  expects 
to  continue  to  conduct,  a  portion  of  its 
business  through  its  current  and  future 


subsidiaries  operating  in  the  manner 
described  in  the  application,  all  of 
whose  equity  securities  are  owned  or 
will  be  owned  directly  or  indirectly  by 
Fifth  Street  and  that  are  consolidated  by 
Fifth  Street  for  financial  reporting 
purposes  (each,  a  “Subsidiary”).  Fifth 
Street  currently  has  six  Subsidiaries, 

Fifth  Street  Mezzanine  Partners  IV,  L.P. 
(the  “SBIC  Subsidiary”),  its  general 
partner,  FSMP  IV  GP,  LLC  (the  “SBIC 
GP”),  FSF/MP  Holdings,  Inc.,  FSFC 
Holdings,  Inc.,  and  Fifth  Street  Fund  of 
Funds  LLC  (together  with  FSF/MP 
Holdings,  Inc.  and  SFC  Holdings,  Inc., 
the  “Blocker  Subsidiaries”),  and  Fifth 
Street  Funding,  LLC  (the  “Financing 
Subsidiary”). 

3.  The  SBIC  Subsidiary,  a  Delaware 
limited  partnership,  is  a  small  business 
investment  company  (“SBIC”)  licensed 
under  the  Small  Business 
Administration  (“SBA”)  to  operate 
under  the  Small  Business  Investment 
Act  of  1958  (“SBIA”).  The.SBIC 
Subsidiary  relies  on  section  3(c)(7)  of 
the  Act.  The  SBIC  GP,  a  Delaware 
limited  liability  company,  is  the  sole 
general  partner  of  the  SBIC  Subsidiary. 
Fifth  Street  is  the  SBIC  CP’s  sole 
member  and  owner.  The  SBIC  GP  is  the 
sole  general  partner  of  the  SBIC 
Subsidiary,  and  Fifth  Street  is  the  sole 
limited  partner  of  the  SBIC  Subsidiary. 

4.  Fiftn  Street  intends  to  operate  the 
SBIC  Subsidiary  through  the  SBIC  CP 
for  the  same  investment  purposes  as 
Fifth  Street,  and  the  SBIC  Subsidiary 
will  invest  in  the  same  kinds  of 
securities  as  Fifth  Street.  The  operations 
of  both  the  SBIC  Subsidiary  and  the 
SBIC  GP  will  be  consolidated  with  those 
of  Fifth  Street  for  financial  reporting 
purposes.  The  assets  of  the  SBIC 
Subsidiary  and  the  SBIC  GP  are 
recorded  on  Fifth  Street’s  balance  sheet, 
and  thus  are  considered  assets  of  Fifth 
Street  for  U.S.  generally  accepted 
accounting  principles  purposes. 

5.  The  Financing  Subsidiary,  a 
Delaware  limited  liability  company,  is  a 
wholly-owned  subsidiary  through 
which  Fifth  Street  established  a  credit 
facility  for  its  on-balance  sheet 
borrowings.  It  is  excluded  from  the 
definition  of  investment  company  under 
Section  3(c)(7)  o.f  the  Act.  The’sole 
purpose  of  the  Financing  Subsidiary  is 
to  provide  a  legally  separate  entity  to 
hold  investments  as  collateral 
supporting  Fifth  Street’s  financings. 

Fifth  Street  solely  controls  the 
operations  of  the  Financing  Subsidiary, 
including  the  acquisition  and 
disposition  of  assets  by  the  Financing 
Subsidiary. 

6.  Fifth  Street  utilizes  wholly-owned 
subsidiaries,  the  Blocker  Subsidiaries,  to 
hold  interests  in  certain  of  Fifth  Street’s 


portfolio  companies.  The  Blocker 
Subsidiaries  are  excluded  from  the 
definition  of  investment  company  under 
section  3(c)(7)  of  the  Act.  The  Blocker 
Subsidiaries  are  structured  as  Delaware 
corporations  or  limited  liability 
companies  and  hold  certain  investment 
assets  that  are  structured  as  pass¬ 
through  tax  entities  in  order  to  allow 
Fifth  Street  to  continue  to  qualify  as  a 
regulated  investment  company  for  tax 
purposes.’ 

7.  The  Financing  Subsidiary  and  the 
Blocker  Subsidiaries  are  not  operating 
companies  and  do  not  have  any 
employees.  The  Financing  Subsidiary 
and  the  Blocker  Subsidiaries  exist  solely 
for  the  benefit  of  Fifth  Street  and  do  not 
provide  any  services  to  any  other 
company.  Fifth  Street  makes  and  will 
continue  to  make  available  significant 
managerial  assistance  to  the  issuers  of 
securities  held  by  the  Financing  and 
Blocker  Subsidiaries  to  the  extent 
required  by  section  2(a)(48)(B).2 

Applicants’  Legal  Analysis 

A.  Relief  for  Fifth  Street  To  Deem  Assets 
Held  by  Its  Subsidiaries  To  Be  Owned  by 
Fifth  Street  for  Purposes  of  Determining 
Its  Compliance  With  Section  55(a)  of  the 
Act 

1.  Section  2(a)(48)  of  the  Act  generally 
defines  a  BDC  to  be  any  closed-end 
investment  company  that  operates  for 
the  purpose  of  making  investments  in 
securities  described  in  section  55(a)(1) 
through  (3)  of  the  Act  and  makes 
available  significant  managerial 
assistance  with  respect  to  the  issuers  of 
these  securities.  Section  55(a)  of  the  Act 
requires  a  BDC  to  have  at  least  70 
percent  of  its  assets  invested  in  assets 
described  in  sections  55(a)(1)  through 
(7)  (“Qualifying  Assets”).  Qualifying 
Assets  generally  include  securities 
issued  by  eligible  portfolio  companies 
as  defined  in  section  2(a)(46)  of  the  Act. 
Section  2(a)(46)(B)  generally  excludes 
from  the  definition  of  an  eligible 
portfolio  company  an  investment 
company,  as  defined  under  section  3  of 
the  Act,  and  a  company  that  would  be 
an  investment  company  but  for  the 
exclusion  from  the  definition  of 
investment  company  in  section  3(c)  of 
the  Act. 


’  Applicants  represent  that  these  Blocker 
Subsidiaries  are  a  lawful  method  of  tax  planning 
under  the  Internal  Revenue  Code  and  are  frequently, 
used  by  companies  seeking  to  elect  to  be  treated  as 
regulated  investment  companies.  Fifth  Street  has 
obtained  an  opinion  from  tax  counsel  from  the  firm 
.  of  Sutherland  Asbill  &  Brennan  LLP  confirming  the 
appropriateness  of  this  structure. 

^  For  the  purposes  of  Section  2(a)(48)(B),  Fifth 
Street  will  treat  securities  held  by  the  Subsidiaries 
as  if  they  were  held  directly  by  Fifth  Street. 
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.  2.  Section  6(c)  of  the  Act,  in  relevant 
part,  permits  the  Commission  to  exempt 
any  transaction  or  class  of  transactions 
from  any  provision  of  the  Act  if,  and  to 
the  extent  that,  such  exemption  is 
necessary  or  appropriate  in  the  public 
interest  and  consistent  with  the 
protection  of  investors  and  the  purposes 
fairly  intended  by  the  policy  and 
provisions  of  the  Act.  Applicants  * 
request  an  order  pursuant  to  section  6(c) 
to  allow  Fifth  Street  to  deem  the  assets 
of  its  current  and  future  Subsidiaries  as 
its  own  assets  for  purposes  of 
determining  its  compliance  with  section 
55(a). 

3.  Applicants  state  that  each 
Subsidiary  will  be  formed  as  a  limited 
liability  company  (“LLC”),  a  corporation 
(“Corporation”)  or  a  partnership 
(“Partnership”).  Fifth  Street  and/or  one 
or  more  other  Subsidiaries  at  all  times 
will  be  the  only  members  of  each 
Subsidiary  that  is  an  LLC  and  will 
collectively  hold  all  of  the  ownership 
interests  in  the  LLC  Subsidiary.  No  LLC 
Subsidiary  will  admit  any  person  other 
than  Fifth  Street  or  another  Subsidiary 
as  a  member,  and  no  LLC  Subsidiary 
will  issue  interests  other  than  to  Fifth 
Street  or  another  Subsidiary.  Fifth  Street 
and/or  one  or  more  other  Subsidiaries  at 
all  times  will  own  and  hold  all  of  the 
outstanding  equity  interests  in  each 
Subsidiary  that  is  formed  as  a 
Corporation.  Fifth  Street  and/or  one  or 
more  other  Subsidiaries  will  at  all  times 
be  the  sole  limited  partner  of  any 
Subsidiary  that  is  formed  as  a 
Partnership  and  the  sole  owner  of  such 
Subsidiary’s  general  partner.  Applicants 
also  state  that  since  Fifth  Street,  directly 
or  indirectly  through  another 
Subsidiary,  owns  or  would  own  the 
entire  equity  interest  in  any  current  and 
future  Subsidiaries,  any  activity  carried 
on  by  them  will,  in  all  material  respects, 
have  the  same  economic  effect  on  Fifth 
Street’s  stockholders  as  if  carried  on 
directly  by  Fifth  Street. 

B.  Relief  for  the  Company  To  Adhere  to 
a  Modified  Asset  Coverage  Requirement 

1.  Applicants  request  an  exemption 
pursuant  to  section  6(c)  of  the  Act  from 
the  provisions  of  sections  18(a)  and 
61(a)  of  the  Act  to  permit  Fifth  Street  to 
adhere  to  a  modified  asset  coverage 
requirement. 

2.  Section  18(a)  of  the  Act  prohibits  a 
registered  closed-end  investment 
company  from  issuing  any  class  of  , 
senior  security  or  selling  any  such 
security  of  which  it  is  the  issuer  unless., 
the  company  complies  with  the  asset 
coverage  requirements  set  forth  in  that 
section.  Section  61(a)  of  the  Act  meikes 
section  18  applicable  to  BDCs,  with 
certain  modifications.  Section  18(k) 


exempts  an  investment  company 
operating  as  an  SBIC  from  the  asset 
coverage  requirements  for  senior 
securities  representing  indebtedness 
that  are  contained  in  section  18(a)(1)(A) 
and  (B). 

3.  Applicants  state  that  a  question 
exists  as  to  whether  Fifth  Street  must 
comply  with  the  asset  coverage 
requirements  of  section  18(a)  (as 
modified  by  section  61(a))  solely  on  an 
individual  basis  or  whether  Fifth  Street 
must  also  comply  with  the  asset 
coverage  requirements  on  a 
consolidated  basis  because  Fifth  Street 
may  be  deemed  to  be  an  indirect  issuer 
of  any  class  of  senior  security  issued  by 
the  SBIC  Subsidiary.  Applicants  state 
that  they  wish  to  treat  the  SBIC 
Subsidiary  as  if  it  were  a  BDC  subject  to 
sections  18  and  61  of  the  Act. 

Applicants  state  that  companies 
operating  under  the  SBIA,  such  as  the 
SBIC  Subsidiary,  will  be  subject  to  the 
SBA’s  substantial  regulation  of 
permissible  leverage  in  its  capital 
structure. 

4.  Section  6(c)  of  the  Act,  in  relevant 
part,  permits  the  Commission  to  exempt 
any  transaction  or  class  of  transactions 
from  any  provision  of  the  Act  if  and  to 
the  extent  that  such  exemption  is 
necessary  or  appropriate  in  the  public 
interest  and  consistent  with  the 
protection  of  investors  and  the  purposes 
fairly  intended  by  the  policy  and 
provisions  of  the  Act.  Applicants  state 
that  the  requested  relief  satisfies  the 
section  6(c)  standard.  Applicants 
contend  that,  since  the  SBIC  Subsidiary 
would  be  entitled  to  rely  on  section 
18(k)  if  it  was  a  BDC  itself,  there  is  no 
policy  reason  to  deny  the  benefit  of  that 
exemption  to  Fifth  Street. 

Applicants’  Conditions 

Applicants  agree  that  the  order 
granting  the  requested  relief  will  be 
subject  to  the  following  conditions: 

Relief  From  Section  55(a) 

1 .  Each  Subsidiary  will  be  formed  as 
a  LLC,  a  Corporation  or  a  Partnership. 
Fifth  Street  and/or  one  or  more  other 
Subsidiaries  at  all  times  will  be  the  only 
members  of  each  Subsidiary  that  is  an 
LLC  and  will  collectively  hold  all  of  the 
ownership  interests  in  the  LLC 
Subsidiary.  No  LLC  Subsidiary  will 
admit  any  person  other  than  Fifth  Street 
or  another  Subsidiary  as  a  member,  and 
no  LLC  Subsidiary  will  issue  interests 
other  than  to  Fifth  Street  or  another 
Subsidiary.  Fifth  Street  and/or  one  or 
more  other  Subsidiaries  at  all  times  will 
own  and  hold  all  of  the  outstanding 
equity  interests  in  each  Subsidiary  that 
is  formed  as  a  Corporation.  Fifth  Street 
and/or  one  or  more  other  Subsidiaries 


will  at  all  times  be  the  sole  limited 
partner  of  any  Subsidiary  that  is  formed 
as  a  Partnership  and  the  sole  owner  of 
such  Subsidiary’s  general  partner. 

2.  The  existing  Subsidiaries,  and  any 
future  Subsidiaries,  may  not  acquire  any 
asset  if  the  acquisition  would  cause 
Fifth  Street  to  violate  section  55(a). 

3.  No  person  shall  serve  or  act  as 
investment  adviser  to  a  Subsidiary 
unless  the  board  of  directors  and 
stockholders  of  Fifth  Street  shall  have 
taken  the  action  with  respect  thereto 
also  required  to  be  taken  by  the  board 
of  directors  of  the  Subsidiary  and 
stockholders  of  the  Subsidiary  as  if  the 
Subsidiary  were  a  BDC. 

Relief  From  Section  18(a) 

4.  Fifth  Street  will  not  issue  or  sell 
any  senior  security  and  Fifth  Street  will 
not  cause  or  permit  the  SBIC  Subsidiary 
to  issue  or  sell  any  senior  security  of 
which  Fifth  Street  or  the  SBIC 
Subsidiary  is  the  issuer  except  to  the 
extent  permitted  by  section  18  (as 
modified  for  BDCs  by  section  61); 
provided  that  immediately  after 
issuance  or  sale  by  any  of  Fifth  Street 
or  the  SBIC  Subsidiary  of  any  such 
senior  security.  Fifth  Street  individually 
and  on  a  consolidated  basis,  shall  have 
the  asset  coverage  required  by  section 
18(a)  (as  modified  by  section  61(a)), 
except  that,  in  determining  whether 
Fifth  Street  on  a  consolidated  basis  has 
the  asset  coverage  required  by  section 
18(a)  (as  modified  by  section  61(a)),  any 
senior  securities  representing 
indebtedness  of  the  SBIC  Subsidiary 
shall  not  be  considered  senior  securities 
and,  for  purposes  of  the  definition  of 
“asset  coverage”  in  section  18(h),  will  he 
treated  as  indebtedness  not  represented 
by  senior  securities. 

For  the  Commission,  by  the  Division  of 
Investment  Management,  pursuant  to 
delegated  authority. 

Florence  E.  Harmon, 

Deputy  Secretary. 

(FR  Doc.  2010-29559  Filed  11-23-10;  8:45  am] 

BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION  - 

[Investment  Company  Act  Release  No. 
29501;  File  No.  812-13774] 

ETSpreads,  LLC,  et  al.;  Notice  of 
Application 

November  18,  2010. 

AGENCY:  Securities  and  Exchange 
Commission  (“Commission”). 

ACTION:  Notice  of  an  application  for  an 
order  under  section  6(c)  of  the 
Investment  Company  Act  of  1940  (the 
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“Act”)  for  an  exemption  from  sections 
2(a)(32),  5(a)(1),  22(d),  and  22(e)  of  the 
Act  and  rule  22c-l  under  the  Act,  under 
sections  6(c)  and  17(b)  of  the  Act  for  an 
exemption  from  sections  17(a)(1)  and 
(a)(2)  of  the  Act,  and  under  section 
12(d)(l)(J)  for  an  exemption- from 
sections  12(d)(1)(A)  and  12(d)(1)(B)  of 
the  Act. 


SUMMARY  OF  APPLICATION:  Applicants 
request  an  order  that  would  permit  (a) 
Series  of  certain  open-end  management 
investment  companies  whose  portfolios 
will  consist  of  the  component  securities 
of  certain  domestic,  global  or 
international  fixed  income  securities 
indexes  to  issue  shares  (“Shares”) 
redeemable  in  large  aggregations  only 
(“Creation  Units”);  (b)  secondary  market 
transactions  in  Shares  to  occur  at 
negotiated  market  prices;  (c)  certain 
series  to  pay  redemption  proceeds, 
under  certain  circumstances,  more  than 
seven  days  after  the  tender  of  Shares  for 
redemption;  (d)  certain  affiliated  . 
persons  of  the  series  to  deposit 
securities  into,  and  receive  securities 
from,  the  series  in  connection  with  the 
purchase  and  redemption  of  Creation 
Units;  and  (e)  certain  registered 
management  investment  companies  and 
unit  investment  trusts  outside  of  the 
same  group  of  investment  companies  as 
the  series  to  acquire  Shares. 

APPLICANTS:  ETSpreads,  LLC  (the 
“Adviser”),  Exchange  Traded  Spreads 
Trust  (the  “Trust”)  and  ALPS 
Distributors,  Inc.  (the  “Distributor”). 
FILING  DATES:  The  application  was  filed 
on  May  18,  2010  and  amended  on 
September  27,  2010.  Applicants  have 
agreed  to  file  an  amendment  during  the 
notice  period,  the  substance  of  which  is 
reflected  in  this  notice. 

HEARING  OR  NOTIFICATfON  OF  HEARING: 

An  order  granting  the  application  will 
be  issued  unless  the  Commission  orders 
a  hearing.  Interested  persons  may 
request  a  hearing  by  writing  to  the 
Commission’s  Secretary  and  serving 
applicants  with  a  copy  of  the  request, 
personally  or  by  mail.  Hearing  requests 
should  be  received  by  the  Commission 
by  5:30  p.m.  on  December  13,  2010  and 
should  be  accompanied  by  proof  of 
service  on  applicants, in  the  form  of  an 
affidavit,  or  for  lawyers,  a  certificate  of 
service.  Hearing  requests  should  state 
the  nature  of  the  writer’s  interest,  the 
reason  for  the  request,  and  the  issues 
contested.  Persons  who  wish  to  be 
notified  of  a  hearing  may  request 
notification  by  writing  to  the 
Commission’s  Secretary. 
addresses:  Secretary,  Securities  and 
Exchange  Commission,  100  F  Street, 
NE.,  Washington,  DC  20549—1090; 


Applicants,  44  Montgomery  Street, 

Suite  2100,  San  Francisco,  California  . 
94104. 

FOR  FURTHER  INFORMATION  CONTACT: 

Keith  A.  Gregory,  Senior  Counsel  at 
(202)  551-6815,  or  Marv  Kay  Freeh, 
Branch  Chief,  at  (202)  551-6820 
(Division  of  Investment  Management. 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  INFORMATION:  The 

following  is  a  summary  of  the 
application.  The  complete  application 
may  be  obtained  via  the  Commission’s 
Web  site  by  searching  for  the  file 
number,  or  an  applicant  using  the 
Company  name  box,  at  http://\vww.sec. 
gov /search /search. him  or  by  calling 
(202)  551-8090. 

Applicants’  Representations: 

1.  The  Trust  is  registered  as  an  open- 
end  management  investment  company 
and  is  organized  as  a  Delaware  statutory 
trust  that  will  offer  an  unlimited 
number  of  series.  The  Trust  initially 
will  offer  oiie  series  (“Initial  Fund”) 
whose  performance  will  correspond 
generally  to  the  total  return  of  a 
specified  fixed  income  securities  index 
(“Underlying  Index”). ^ 

2.  Applicants  request  that  the  order 
apply  to  the  Initial  Fund  and  any 
additional  series  of  the  Trust  and  any 
other  open-end  management  investment 
companies  or  series  thereof,  that  may  be 
created  in  the  future  and  that  track  a 
specified  fixed  income  securities 
Underlying  Index  (“Future  Funds”). ^ 
Any  Future  Fund  will  be  (a)  advised  by 
thfe  Adviser  or  an  entity  controlling, 
controlled  by,  or  under  common  control 
with  the  Adviser,  and  (b)  comply  with 
the  terms  and  conditions  of  the 
application.  Future  Funds  may  be  based 
on  Underlying  Indexes  comprised  of 
domestic  fixed  income  securities 
(“Domestic  Funds”)  or  Underlying 
Indexes  comprised  of  global  or 
international  fixed  income  securities 
(“Global  Funds”).  The  Initial  Fund  and 
Future  Funds,  together,  are  the 
“Funds.”  3 

3.  The  Adviser  is  registered  as  an 
investment  adviser  under  the 
Investment  Advisers  Act  of  1940  (the 


1  The  Underlying  Index  for  the  Initial  Fund  is  the 
Markit  iBoxx  TIPS  Inflation-Linked  5-10  Index. 

2  All  entities  that  currently  intend  to  rely  on  the 
order  have  been  named  as  applicants.  Any  other 
existing  or  future  entity  that  subsequently  relies  on 
the  order  will  comply  with  the  terms  and 
conditions  of  the  application.  An  Acquiring  Fund 
(as  defined  below)  may  rely  on  the  order  only  to 
invest  in  Funds  and  not  in  any  other  registered 
investment  company. 

*Each  Fund  will  comply  with  the  disclosure 
requirements  adopted  by  the  Commission  in 
Investment  Company  Act  Release  No.  28584  (Jan. 
13,  2009)  before  offering  Shares. 


“Advisers  Act”),  and  will  serve  as 
investment  adviser  to  the  Funds.  The 
Adviser  may  enter  into  sub-advisory 
agreements  with  one  or  more 
investment  advisers  each  of  which  will 
serve  as  a  sub-adviser  to  a  Fund  (each, 
a  “Subadviser”).  Each  Subadviser  will  be 
registered  under  the  Advisers  Act.  The 
Distributor  is  a  broker-dealer  registered 
under  the  Securities  Exchange  Act  of 
1934  (the  “Exchange  Act”)  and  will  act 
as  the  principal  underwriter  and 
distributor  for  the  Greation  Units  of 
Shares. 

4.  Each  Fund  will  consist  of  a 
portfolio  of  securities  (“Portfolio 
Securities”)  selected  to  correspond 
generally  to  the  total  return  of  a 
specified  fixed  income  Underlying 
Index.  No  entity  that  creates,  compiles, 
sponsors  or  maintains  an  Underlying 
Index  (“Index  Provider”)  is  or  will  be  an 
affiliated  person,  as  defined  in  section 
2(a)(3)  of  the  Ant,  or  an  affiliated  person 
of  an  affiliated  person,  of  the  Trust,  a 
Fund,  the  Adviser,  any  Subadviser,  or 
promoter  of  a  Fund,  or  of  the 
Distributor. 

5.  The  investment  objective  of  each 
Fund  will  be  to  provide  investment 
results  that  closely  correspond  to  the 
total  return  of  its  Underlying  Index.'* 

The  value  of  the  Underlying  Index  will 
be  disseminated  once  each  “Business 
Day,”  which  is  defined  as  any  day  that 
a  Fund  is  required  to  be  open  under 
section  22(e)  of  the  Act,  at  the  end  of  the 
Business  Day.  A  Fund  will  utilize  either 
a  replication  or  representative  sampling 
strategy  to  track  its  Underlying  Index.  A 
Fund  using  a  replication  strategy  will 
invest  in  substantially  all  of  the  • 
Component  Securities  in  its  Underlying 
Index  in  the  same  approximate 
proportions  as  in  the  Underlying  Index. 
A  Fund  using  a  representative  sampling 
strategy  will  attempt  to  match  the  risk 
and  return  characteristics  of  a  Fund’s 
portfolio  to  the  risk  and  return 
characteristics  of  its  Underlying  Index.^ 
Applicants  state  that  use  of  the 
representative  sampling  strategy  may 
prevent  a  Fund  from  tracking  the 


•*  Applicants  represent  that  each  Fund  will  invest 
at  least  80%  of  its  total  assets  (exclusive  of 
collateral  held  from  securities  lending)  in  the 
component  securities  that  comprise  its  Underlying 
Index  (“Component  Securities”)  or  TBAs  (as  defined 
below)  representing  Component  Securities.  Each 
Fund  also  may  invest  up  to  20%  of  its  total  assets 
in  futures  contracts,  options  on  future  contracts, 
options  and  swaps,  cash,  cash  equivalents,  other 
investment  companies,  and  securities  that  are  not 
Component  Securities  but  which  the  Adviser 
believes  will  assist  the  Fund  in  tracking  the 
performance  of  its  Underlying  Index. 

“  Under  the  representative  sampling  strategy,  the 
Adviser  will  seek  to  construct  a  Fund’s  portfolio  so 
that  its  duration,  sector,  credit  rating,  coupon  and 
option  characteristics  closely  correlate  to  those 
characteristics  of  the  Underlying  Index. 
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performance  of  its  Underlying  Index 
with  the  same  degree  of  accuracy  as 
w'ould  a  Fund  that  invests  in  every 
Component  Security  of  the  Underlying 
Index.  Applicants  expect  that  each  Fund 
will  have  a  tracking  error  relative  to  the 
performance  of  its  Underlying  Index  of 
less  than  5  percent. 

6.  Creation  Units  are  expected  to 
consist  of  100,000  Shares  and  to  have  an 
initial  price  in  the  range  of  51,000,000 
to  510,000,000.  All  orders  to  purchase 
Creation  Units  must  be  placed  with  the 
Distributor  by  or  through  a  party  that 
has  entered  into  an  agreement  with  the 
Distributor  (“Authorized  Participant”). 
The  Distributor  will  be  responsible  for 
transmitting  the  orders  to  the  Funds.  An 
Authorized  Participant  must  be  a 
participant  in  the  Depository  Trust 
Company  (“DTC”,  and  such  participant, 
“DTC  Participant”).  Shares  of  the  Fund 
generally  will  be  sold  in  Creation  Units 
in  exchange  for  an  in-kind  deposit  by 
the  purchaser  of  a  portfolio  of  fixed- 
income  securities  designated  by  the 
Adviser  to  correspond  generally  to  the 
total  return  of  the  relevant  Underlying 
Index  (the  “Deposit  Securities”), 
together  with  the  deposit  of  a  specified 
cash  payment  (“Cash  Amount”  and 
collectively  with  the  Deposit  Securities, 
“Creation  Deposit”).  The  Cash  Amount 
is  an  amount  equal  to  the  difference 
between  (a)  the  net  asset  value  (“NAV”) 
(per  Creation  Unit)  of  a  Fund  and  (b)  the 
total  aggregate  market  value  (per 
Creation  Unit)  of  the  Deposit 
Securities.®  Each  Fund  may  permit  a 
purchaser  of  Creation  Units  to  substitute 
cash  in  lieu  of  depositing  some  or  all  of 
the  Deposit  Securities  if  the  method 
would  reduce  the  Fund’s  transaction 
costs  or  enhance  the  Fund’s  operating 
efficiency.  To  preserve  maximum 
efficiency  and  flexibility,  a  Fund 
reserves  the  right  to  accept  and  deliver 
Creation  Units  entirely  for  cash  (“All- 
Cash  Payment”). 

7.  An  investor  acquiring  or  redeeming 
a  Creation  Unit  from  a  Fund  will  be 


“Each  Fund  will  sell  and  redeem  Creation  Units 
only  on  a  Business  Day.  Each  Business  Day,  prior 
to  the  opening  of  trading  on  the  “Primaiy  Listing 
Exchange”  (as  defined  below),  a  list  of  securities 
and  the  required  number  of  shares  of  each  Deposit 
Security  to  be  included  in  the  Creation  Deposit  for 
each  Fund  or  cash  information  for  each  Fund, 
including  when  the  purchase  of  Creation  Units  from 
the  Fund  is  an  All-Cash  Payment  (as  defined 
below),  will  be  made  available.  In  addition,  the  All- 
Cash  Payment  will  be  disclosed,  if  applicable.  Any 
national  securities  exchange  (as  defined  in  section 
2(a)(26)  of  the  Act)  (“Exchange”)  on  which  Shares 
are  listed  will  disseminate,  every  15  seconds  during 
its  regular  trading  hours,  through  the  facilities  of 
the  Consolidated  Tape,  an  amount  per  individual 
Share  representing  the  sum  of  the  estimated  Cash 
Amount  and  the  current  value  of  the  Deposit 
Securities.  The  Primary  Listing  Exchange  is  the 
Exchange  on  which  the  Shares  of  a  Fund  are 
primarily  listed. 


charged  a  fee  (“Tran.«acticm  Fee”)  to 
prevent  the  dilution  of  the  interests  of 
the  remaining  shareholders,  resulting  , 
from  costs  in  connection  with  the 
purchase  or  redemption  of  Creation 
Units. ^  The  Distributor  also  will  be 
responsible  for  delivering  the  Fund’s 
prospectus  to  those  persons  acquiring 
Shares  in  Creation  Units  and  for 
maintaining  records  of  both  the  orders 
placed  with  it  and  the  confirmations  of 
acceptance  furnished  by  it.  In  addition, 
the  Distributor  will  maintain  a  record  of 
the  instructions  given  to  the  applicable 
Fund  to  implement  the  delivery  of  its 
Shares. 

8.  Purchasers  of  Shares  in  Creation 
Units  may  hold  such  Shares  or  may  sell 
such  Shares  into  the  secondary  market. 
Shares  will  be  listed  and  traded  on  an 
Exchange.  It  is  expected  that  one  or 
more  member  firms  of  an  Exchange  will 
be  designated  to  act  as  a  market  maker 
(each,  a  “Market  Maker”)  and  maintain 
a  market  for  Shares  trading  on  the 
Exchange.  Prices  of  Shares  trading  on  an 
Exchange  will  be  based  on  the  current 
bid/ask  market.  Shares  sold  in  the 
secondary  market  will  be  subject  to 
customary  brokerage  commissions  and 
charges. 

9.  Applicants  expect  that  purchasers 
of  Creation  Units  will  include 
institutional  investors  and  arbitrageurs 
(which  could  include  institutional 
investors).  Authorized  Participants  also 
may  purchase  Creation  Units  for  use  in 
market-making  activities.  Applicants 
expect  that  secondary  market 
purchasers  of  Shares  will  include  both 
institutional  investors  and  retail 
inyestors.®  Applicants  expect  that  the 
price  at  which  Shares  trade  will  be 
disciplined  by  arbitrage  opportunities 
created  by  the  option  to  continually 
purchase  or  redeem  -Creation  Units  at 
their  NAV,  which  should  ensure  that 
Shares  will  not  trade  at  a  material 
discount  or  premium  in  relation  to  their 
NAV. 

10.  Shares  will  not  be  individually 
redeemable,  and  owners  of  Shares  may 
acquire  those  Shares  from  the  Fund,  or 
tender  such  Shares  for  redemption  to 
the  Fund,  in  Creation  Units  only.  To 
redeem,  an  investor  will  have  to 
accumulate  enough  Shares  to  constitute 
a  Creation  Unit.  Redemption  orders 
must  be  placed  by  or  through  an 


’’  Wfiere  a  Fund  permits  a  purcliaser  to  substitute 
cash  in  lieu  of  depositing  a  portion  of  the  requisite 
Deposit  Securities,  the  purchaser  may  be  assessed 
a  higher  Transaction  Fee  to  cover  the  cost  of 
purchasing  such  Deposit  Securities. 

“Shares  will  be  registered  in  book-entry  form 
only.  DTC  or  its  nominee  will  be  the  registered 
owner  of  all  outstanding  Shares.  DTC  or  DTC 
Participants  will  maintain  records  reflecting 
beneficial  owners  of  Shares. 


Authorized  Participant.  An  investor 
redeeming  a  Creation  Unit  generally 
will  receive  (a)  Portfolio  Securities 
designated  to  be  delivered  for 
redemptions  (“Redemption  Securities”) 
on  the  date  that  the  request  for 
redemption  is  submitted  and  (b)  a  “Cash 
Redemption  Payment,”  consisting  of  an 
amount  calculated  in  the  same  manner 
as  the  Cash  Amount,  although  the  actual 
amount  of  the  Cash  Redemption 
Payment  may  differ  if  the  Redemption 
Securities  are  not  identical  to  the 
Deposit  Securities  on  that  day.  An 
investor  may  receive  the  cash  equivalent 
of  a  Redemption  Security  in  certain 
circumstances,  such  as  if  the  investor  is 
constrained  from  effecting  transactions 
in  the  security  by  regulation  or  policy.® 
A  redeeming  investor  may  pay  a 
Transaction  Fee,  calculated  in  the  same 
manner  as  a  Transaction  Fee  payable  in 
connection  w'ith  purchases  of  Creation 
Units. 

11.  Applicants  state  that  in  accepting 
Deposit  Securities  and  satisfying 
redemptions  with  Redemption 
Securities,  the  relevant  Funds  will 
comply  with  the  federal  securities  laws, 
including  that  the  Deposit  Securities 
and  Redemption  Securities  are  sold  in 
transactions  that  would  be  exempt  from 
registration  under  the  Securities  Act  of 
1933  (“Securities  Act”).’®  The  specified 
Deposit  Securities  and  Redemption 
Securities  either  (a)  will  correspond  pro 
rata  to  the  Portfolio  Securities  of  a  Fiind, 
or  (b)  will  not  correspond  pro  rata  to  the 
Portfolio  Securities,  provided  that  the 
Deposit  Securities  and  Redemption 
Securities  (i)  Consist  of  the  same 
representative  sample  of  Portfolio  . 
Securities  designed  to  generate 
performance  that  is  highly  correlated  to 
the  performance  of  the  Portfolio 
Securities,  (ii)  consist  only  of  securities 
that  are  already  included  among  the 
existing  Portfolio  Securities,  and  (iii)  are 
the  same  for  all  Authorized  Participants 
on  a  given  Business  Day.^i 


®  Applicants  state  that  a  cash-in-lieu  amount  will 
replace  any  “to-be-announced”  (“TBA”)  transaction 
that  is  listed  as  a  Deposit  Security  or  Redemption^ 
Security  of  any  Fund.  A  TBA  transaction  is  a 
method  of  trading  mortgage-backed  securities  where 
the  buyer  and  seller  agree  upon  general  trade 
parameters  such  as  agency,  settlement  date,  par 
amount  and  price.  The  actual  pools  delivered 
generally  are  determine?  two  days  prior  to  the 
settlement  date.  The  amount  of  substituted  cash  in 
the  case  of  TBA  transactions  will  be  equivalent  to 
the  value  of  the  TBA  transaction  listed  as  a  Deposit 
Security  or  a  Redemption  Security. 

In  accepting  Deposit  Securities  and  satisfying 
redemptions  with  Redemption  Securities  that  are 
restricted  securities  eligible  for  resale  pursuant  to 
rule  144A  under  the  Securities  Act,  the  relevant 
Funds  will  comply  with  the  conditions  of  rule 
144A. 

The  Deposit  Securities  and  Redemption 
Securities  may  differ  from  each  other  (and  from  the 
Portfolio  Securities)  (a)  to  reflect  minor  differences 
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12.  Neither  the  Trust  ngr  any 
individual  Fund  will  be  marketed  or 
otherwise  held  out  as  a  traditional  open- 
end  investment  company  or  a  mutual 
fund.  Instead,  each  Fund  will  be 
marketed  as  an  “ETF,”  an  “investment 
company,”  a  “fund,”  or  a  “trust.”  All 
marketing  materials  that  describe  the 
features  or  method  of  obtaining,  buying 
or  selling  Creation  Units  or  Shares 
traded  on  an  Exchange,  or  refer  to 
redeemability,  will  prominently 
disclose  that  Shares  are  not  individually 
redeemable  and  that  the  owners  of 
Shares  may  purchase  or  redeem  Shares 
from  the  Fund  in  Creation  Units  only. 
The  same  approach  will  be  followed  in 
the  shareholder  reports  and  investor 
educational  materials  issued  or 
circulated  in  connection  with  the 
Shares.  The  Funds  will  provide  copies 
of  their  annual  and  semi-annual 
shareholder  reports  to  DTC  Participants 
for  distribution  to  shareholders. 

Applicants’  Legal  Analysis:  / 

1.  Applicants  request  an  order  under 
section  6(c)  of  the  Act  for  an  exemption 
from  sections  2(a)(32),  S^aKl),  22(d),  and 
22(e)  of  the  Act  and  rule  22c-l  under 
the  Act,  under  sections  6(c)  and  17(b)  of 
the  Act  for  an  exemption  from  sections 
17(a)(1)  and  17(a)(2)  of  the  Act,  and 
under  section  12(d)(l)(J)  of  the  Act  for 
an  exemption  from  sections  12(d)(1)(A) 
and  12(d)(1)(B)  of  the  Act. 

2.  Section  6(c)  of  the  Act  provides  that 
the  Commission  may  exempt  any 
person,  security  or  transaction,  or  any  ■ 
class  of  persons,. securities  or 
transactions,  from  any  provision  of  the 
Act,  if  and  to  the  extent  that  such 
exemption  is  necessary  or  appropriate 
in  the  public  interest  and  consistent 
with  the  protection  of  investors  and  the 
purposes  fairly  intended  by  the  policy 
and  provisions  of  the  Act.  Section  17(b) 
of  the  Act  authorizes  the  Commission  to 
exempt  a  proposed  transaction  from 
section  17(a)  of  the  Act  if  evidence 
establishes  that  the  terms  of  the 
transaction,  including  the  consideration 
to  be  paid  or  received,  are  reasonable 
and  fair  and  do  not  involve 
overreaching  on  the  part  of  any  person 
concerned,  and  the  proposed 
transaction  is  consistent  with  the 
policies  of  the  registered  investment 
company  and  the  general  provisions  of 
the  Act.  Section  12(d)(l)(J)  of  the  Act 
provides  that  the  Commission  may 
exempt  any  person,  security,  or 
transaction,  or  any  class  or  classes  of 
persons,  securities  or  transactions,  from 
any  provisions  of  section  12(d)(1)  if  the 


when  it  is  not  possible  to  break  up  bonds  beyond 
certain  minimum  sizes  needed  for  transfer  and 
settlement,  or  (b)  for  temporary  periods  to  effect 
changes  in  the  Portfolio  Securities  as  a  result  of  the 
rebalancing  of  an  Underlying  Index. 


exemption  is  consistent  with  the  public 
interest  and  the  protection  of  investors. 

Sections  5(a)(l^  and  2(a)(32)  of  the  Act 

3.  Section  5(a)(1)  of  the  Act  defines  an 
“open-end  company”  as  a  management 
investment  company  that  is  offering  for 
sale  or  has  outstanding  any  redeemable 
security  of  which  it  is  the  issuer. 

Section  2(a)(32)  of  the  Act  defines  a 
redeemable  security  as  any  security, 
other  than  short-term  paper,  under  the 
terms  of  which  the  owner,  upon  its 
presentation  to  the  issuer,  is  entitled  to 
receive  approximately  his  proportionate 
share  of  the  issuer’s  current  net  assets,  . 
or  the  cash  equivalent.  Because  Shares 
will  not  be  individually  redeemable, 
applicants  request  an  order  that  would 
permit  the  Funds  to  register  as  open-end 
management  investment  companies  and 
issue  Shares  that  are  redeemable  in 
Creation  Units  only.  Applicants  state 
that  investors  may  purchase  Shares  in 
Creation  Units  and  redeem  Creation 
Units  from  each  fund.  Applicants  state 
that  because  Creation  Units  may  always 
be  purchased  and  redeemed  at  NAV,  the 
market  price  of  the  Shares  should  not 
vary  substantially  from  their  NAV. 

Section  22(d)  of  the  Act  and  Rule 
22c-l  Under  the  Act 

4.  Section  22(d)  of  the  Act,  among 
other  things,  prohibits  a  dealer  from 
selling  a  redeemable  security,  which  is 
currently  being  offered  to  the  public  by 
or  through  a  principal  underwriter, 
except  at  a  current  public  offering  price 
described  in  the  prospectus.  Rule  22c- 
1  under  the  Act  generally  requires  that 
a  dealer  selling,  redeeming  or 
repurchasing  a  redeemable  security  do 
so  only  at  a  price  based  on  its  NAV. 
Applicants  state  that  secondary  market 
trading  in  Shares  will  take  place  at 
negotiated  prices,  not  at  a  current 
offering  price  described  in  a  Fund’s 
prospectus,  and  not  at  a  price  based  on 
NAV.  Thus,  purcheises  and  sales  of 
Shares  in  the  secondary  market  will  not 
comply  with  section  22(d)  of  the  Act 
and  rule  22c-l  under  the  Act. 

Applicants  request  an  exemption  under 
section  6(c)  from  these  provisions. 

5.  Applicants  assert  that  the  concerns 
sought  to  be  addressed  by  section  22(d) 
of  the  Act  and  rule  22c-l  under  the  Act 
with  respect  to  pricing  are  equally 
satisfied  by  the  proposed  method  of 
pricing  Shares.  Applicants  maintain  that 
while  there  is  little  legislative  history 
regarding  section  22(d),  its  provisions, 
as  well  as  those  of  rule  22c-l,  appear  to 
have  been  designed  to  (a)  Prevent 
dilution  caused  by  certain  riskless 
trading  schemes  by  principal 
underwriters  and  contract  dealers,  (b) 
prevent  unjust,  discrimination  or 


preferential  treatment  among  buyers, 
and  (c)  ensure  an  orderly  distribution  of 
investment  company  shares  by 
eliminating  price  competition  from, 
dealers  offering  shares  at  less  than  the 
published  sales  price  and  repurchasing 
shares  at  more  than  the  published 
redemption  price. 

6.  Applicants  believe  that  none  of 
these  purposes  will  be  thwarted  by 
permitting  Shares  to  trade  in  the 
secondary  market  at  negotiated  prices. 
Applicants  state  that  (a)  secondary 
market  trading  in  Shares  does  not 
involve  a  Fund  as  a  party  and  will  not 
result  in  dilution  of  an  investment  in 
Shares,  and  (b)  to  the  extent  different 
prices  exist  during  a  given  trading  day, 
or  from  day  to  day,  such  variances  occur 
as  a  result  of  third  party  market  forces, 
such  as  supply  and  demand.  Therefore, 
applicants  assert  that  secondary  market 
transactions  in  Shares  will  not  lead  to 
discrimination  or  preferential  treatment 
among  purchasers.  Finally,  applicants 
contend  that  the  proposed  distribution 
system  will  be  orderly  because 
competitive  forces  will  ensure  that  the 
difference  between  the  market  price  of 
Shares  and  their  NAV  remains  narrow. 

Section  22(e) 

7.  Section  22(e)  of  the  Act  generally 
prohibits  a  registered  investment 
company  from  suspending  the  right  of 
redemption  or  postponing  the  date  of 
payment  of  redemption  proceeds  for 
more  than  seven  days  after  the  tender  of 
a  security  for  redemption.  Applicants 
observe  that  the  settlement  of 
redemptions  of  Creation  Units  of  the 
Global  Funds  is  contingent  not  only  on 
the  settlement  cycle  of  the  U.S. 
securities  markets,  but  also  on  the 
delivery  cycles  present  in  international 
markets  in  which  those  Funds  invest. 
Applicants  have  been  advised  that, 
under  certain  circumstances,  the 
delivery  cycles  for  transferring  Portfolio 
Securities  to  redeeming  investors, 
coupled  with  local  market  holiday 
schedules,  will  require  a  delivery 
process  of  up  to  12  calendar  days. 
Applicants  therefore  request  relief  from 
section  22(e)  in  order  to  provide  for 
payment  or  satisfaction  of  redemptions 
within  the  maximum  number  of 
calendar  days  required  for  such 
payment  or  satisfaction  in  the  principal 
local  markets  where  transactions  in  the 
Portfolio  Securities  of  each  Global  Fund 
customarily  clear  and  settle,  but  in  all 
cases  no  later  than  12  caleodar  days 
following  the  tender  of  a  Creation 
Unit.i2  With  respect  to  Future  Funds 


Applicants  acknowledge  that  no  relief  obtained 
from  the  requirements  of  section  22(e)  will  affect 

Continued 
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that  are  Global  Funds,  applicants  seek 
the  same  relief  from  section  22(e)  only 
to  the  extent  that  circumstances  exist 
similar  to  those  described  in  the 
application. 

8.  Applicants  submit  that  section 
22(e)  was  designed  to  prevent 
unreasonable,  undisclosed  and 
unforeseen  delays  in  the  actual  payment 
of  redemption  proceeds.  Applicants 
state  that  allowing  redemption 
payments  for  Creation  Units  of  a  Fund 
to  be  made  within  the  number  of  days 
indicated  above  would  not  be 
inconsistent  with  the  spirit  and  intent  of 
section  22(e).  Applicants  state  that  the 
SAI  will  disclose  those  local  holidays 
(over  the  period  of  at  least  one  year 
following  the  date  of  the  SAI),  if  any, 
that  are  expected  to  prevent  the  delivery 
of  redemption  proceeds  in  seven 
calendar  days,  and  the  maximum 
number  of  days  needed  to  deliver  the 
proceeds  for  each  affected  Global  Fund. 
Applicants  are  not  seeking  relief  from 
section  22(e)  with  respect  to  Global 
Funds  that  do  not  effect  creations  and 
redemptions  of  Creation  Units  in-kind. 

Section  12(d)(1) 

9.  Section  12(d)(1)(A)  of  the  Act,  in 
relevant  part,  prohibits  a  registered 
investment  company  from  acquiring 
securities  of  an  investment  company  if 
such  securities  represent  more  than  3% 
of  the  total  outstanding  voting  stock  of 
the  acquired  company,  more  than  5%  of 
the  total  assets  of  the  acquiring 
company,  or,  together  with  the 
securities  of  any  other  investment 
companies,  more  than  10%  of  the  total 
assets  of  the  acquiring  company.  Section 
12(d)(1)(B)  of  the  Act  prohibits  a 
registered  open-end  investment 
company,  its  principal  underwriter  and 
any  other  broker-dealer  from  selling  the 
investment  company’s  shares  to  another 
investment  company  if  the  sale  will 
cause  the  acquiring  company  to  own 
more  than  3%  of  the  acquired 
company’s  voting  stock,  or  if  the  sale 
will  cause  more  than  10%  of  the 
acquired  company’s  voting  stock  to  be 
owned  by  investment  companies 
generally. 

10.  Applicants  request  an  exemption 
to  permit  management  investment, 
companies  (“Acquiring  Management 
Gompanies”)  and  unit  investment  trusts 
(“Acquiring  Trusts”)  registered  under 
the  Act  that  are  not  sponsored  or 
advised  by  the  Adviser  or  any  entity 
controlling,  controlled  by,  or  under 
common  control  with  the  Adviser  and 


any  obligations  applicants  may  have  under  rule 
15c6-l  under  the  Exchange  Act.  Rule  15c6-l 
requires  that  most  securities  transactions  be  settled 
within  three  business  days  of  the  trade. 


are  not  part  of  the  same  “group  of 
investment  companies,”  as  defined  in 
section  12(d)(l)(G)(ii)  of  the  Act,  as  the 
Funds  (collectively,  “Acquiring  Funds”) 
to  acquire  shares  of  a  Fund  beyond  the 
limits  of  section  12(d)(1)(A).  In  addition, 
applicants  seek  relief  to  permit  a  Fund 
or  broker-dealer  that  is  registered  under 
the  Exchange  Act  (“Broker”)  to  sell 
Shares  to  Acquiring  Funds  in  excess  of 
the  limits  of  section  12(d)(1)(B). 

1 1 .  Each  Acquiring  Management 
Company  will  be  advised  by  an 
investment  adviser  within  the  meaning 
of  section  2(a)(20)(A)  of  the  Act  (the 
“Acquiring  Fund  Adviser”)  and  may  be 
sub-advised  by  one  or  more  investment 
advisers  within  the  meaning  of  section 
2(a)(20)(B)  of  the  Act  (each  an 
“Acquiring  Fund  Sub  Adviser”).  Any 
investment  adviser  to  an  Acquiring 
Fund  will  be  registered  under  the 
Advisers  Act.  Each  Acquiring  Trust  will 
be  sponsored  by  a  sponsor  (“Sponsor”). 

12.  Applicants  submit  that  the 
proposed  conditions  to  the  requested 
relief  adequately  address  the  concerns 
underlying  the  limits  in  sections 
12(d)(1)(A)  and  (B),  which  include 
concerns  about  undue  influence  by  a 
fund  of  funds  over  underlying  funds, 
excessive  layering  of  fees  and  overly 
complex  fund  structures.  Applicants 
believe  that  the  requested  exemption  is 
consistent  with  the  public  interest  and 
the  protection  of  investors. 

13.  Applicants  believe  that  neither  the 
Acquiring  Funds  nor  an  Acquiring  Fund 
Affiliate  would  be  able  to  exert  undue 
influence  over  the  Funds. ^3  To  limit  the 
control  that  an  Acquiring  Fund  may 
have  over  a  Fund,  applicants  propose  a 
condition  prohibiting  an  Acquiring 
Fund  Adviser  or  a  Sponsor,  any  person 
controlling,  controlled  by,  or  under 
common  control  with  the  Acquiring 
Fund  Adviser  or  Sponsor,  and  any 
investment  company  or  issuer  that 
would  be  an  investment  company  but 
for  section  3(c)(1)  or  3(c)(7)  of  the  Act 
that  is  advised  or  sponsored  by  the 
Acquiring  Fund  Adviser  or  Sponsor,  or 
any  person  controlling,  controlled  by,  or 
under  common  control  with  the 
Acquiring  Fund  Adviser  or  Sponsor 
(“Acquiring  Fund’s  Advisory  Group”) 
from  controlling  (individually  or  in  the 
aggregate)  a  Fund  within  the  meaning  of 
section  2(a)(9)  of  the  Act.  The  same 
prohibition  would  apply  to  any 


An  “Acquiring  Fund  Affiliate”  is  the  Acquiring 
Fund  Adviser,  Acquiring  Fund  SubAdviser(s),  any 
Sponsor,  promoter,  or  principal  underwriter  of  a 
Fund,  and  any  person  controlling,  controlled  by,  or 
under  common  control  with  any  of  those  entities. 

A  “Fund  Affiliate”  is  the  investment  adviser, 
promoter,  or  principal  underwriter  of  a  Fund  and 
any  per.son  controlling,  controlled  by  or  under 
common  control  with  any  of  thes^entities. 


Acquiring  Fund  SubAdviser,  any  person 
controlling,  controlled  by  or  under 
common  control  with  the  Acquiring 
Fund  SubAdviser,  and  any  investment 
company  or  issuer  that  would  be  an 
investment  company  but  for  section 
3(c)(1)  or  3(c)(7)  of  the  Act  (or  portion 
of  such  investment  company  or  issuer) 
advised  or  sponsored  by  the  Acquiring 
Fund  SubAdviser  or  any  person 
controlling,  controlled  by  or  under 
common  control  with  the  Acquiring 
Fund  SubAdviser  (“Acquiring  Fund’s 
Sub  Advisory  Group”).  Applicants 
propose  other  conditions  to  limit  the 
potential  for  undue  influence  over  the 
Funds,  including  that  no  Acquiring 
Fund  or  Acquiring  Fund  Affiliate 
(except  to  the  extent  it  is  acting  in  its 
capacity  as  an  investment  adviser  to  a 
Fund)  will  cause  a  Fund  to  purchase  a 
security  in  an  offering  of  securities 
during  the  existence  of  an  underwriting 
or  selling  syndicate  of  which  a  principal 
underwriter  is  an  Underwriting  Affiliate 
(“Affiliated  Underwriting”).  An 
“Underwriting  Affiliate”  is  a  principal 
underwriter  in  any  underwriting  or 
selling  syndicate,  that  is  an  officer, 
director,  member  of  an  advisory  board. 
Acquiring  Fund  Adviser,  Acquiring 
Fund  SubAdviser,  Sponsor,  or  employee 
of  the  Acquiring  Fund,  or  a  person  of 
which  any  such  officer,  director, 
member  of  an  advisory  board.  Acquiring 
Fund  Adviser,  Acquiring  Fund 
SubAdviser,  Sponsor,  or  employee  is  an 
affiliated  person  (except  that  any  person 
whose  relationship  to  the  Fund  is 
covered  by  section  10(f)  of  the  Act  is  not 
an  Underwriting  Affiliate). 

14.  Applicants  assert  that  the 
proposed  conditions  address  any 
concerns  regarding  excessive  layering  of 
fees.  The  board  of  directors  or  trustees 
of  any  Acquiring  Management 
Company,  including  a  majority  of  the 
disinterested  directors  or  trustees,  will 
find  that  the  advisory  fees  charged  to 
the  Acquiring  Management  Company 
are  based  on  services  provided  that  will 
be  in  addition  to,  rather  than 
duplicative  of,  services  provided  under 
the  advisory  contract(s)  of  any  Fund  in 
which  the  Acquiring  Management 
Company  may  invest.  In  addition, 
except  as  provided  in  condition  13,  an 
Acquiring  Fund  Adviser  or  a  trustee 
(“Trustee”)  or  Sponsor  of  an  Acquiring 
Trust  will,  PS  applicable,  waive  fees 
otherwise  payable  to  it  by  the  Acquiring 
Fund  in  an  amount  at  least  equal  to  any 
compensation  (including  fees  received 
pursuant  to  any  plan  adopted  by  a  Fund 
under  rule  12b— 1  under  the  Act) 
received  by  the  Acquiring  Fund 
Adviser,  Trustee  or  Sponsor  or  an  . 
affiliated  person  of  the  Acquiring  Fund 
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Adviser,  Trustee  or  Sponsor,  from  the 
Funds  in  connection  with  the 
investment  by  the  Acquiring  Fund  in 
the  Fund.  Applicants  state  that  any  sales 
charges  or  service  fees  charged  with 
respect  to  shares  of  an  Acquiring  Fund 
will  not  exceed  the  limits  applicable  to 
a  fund  of  funds  set  forth  in  NASD 
Conduct  Rule  2830.^“* 

15.  Applicants  submit  that  the 
proposed  arrangement  will  not  create  an 
overly  complex  fund  structure. 

Applicants  note  that  no  Fund  may 
acquire  securities  of  any  investment 
company  or  company  relying  on  section 
3(c)(1)  or  3(c)(7)  of  the  Act  in  excess  of 
the  limits  contained  in  section 
12(d)(1)(A)  of  the  Act,  except  to  the 
extent  permitted  by  exemptive  relief 
from  the  Commission  permitting  the 
Fund  to  purchase  shares  of  other 
investment  companies  for  short-term 
cash  management  purposes.  To  ensure 
that  Acquiring  Funds  comply  with  the 
terms  and  conditions  of  the  requested 
relief  from  section  12(d)(1),  any 
Acquiring  Fund  that  Intends  to  invest  in 
a  Fund  in  reliance  on  the  requested 
order  will  enter  into  an  agreement 
(“Acquiring  Fund  Agreement”)  between 
the  Fund  and  the  Acquiring  Fund 
requiring  the  Acquiring  Fund  to  adhere 
to  the  terms  and  conditions  of  the 
requested  order.  The  Acquiring  Fund 
Agreement  also  will  include  an 
acknowledgement  from  the  Acquiring 
Fund  that  it  may  rely  on  the  requested 
order  only  to  invest  in  Funds  and  not 

in  any  other  investment  company. 

16.  Applicants  also  note  that  a  Fund 
may  choose  to  reject  a  direct  purchase 
of  Shares  in  Creation  Units  by  an 
Acquiring  Fund.  To  the  extent  that  an 
Acquiring  Fund  purchases  Shares  in  the 
secondary  market,  a  Fund  would  still 
retain  its  ability  to  reject  initial 
purchases  of  Shares  made  in  reliance  on 
the  requested  order  by  declining  to  enter 
into  the  Acquiring  Fund  Agreement 
prior  to  any  investment  by  an  Acquiring 
Fund  in  excess  of  the  limits  of  section 
12(d)(1)(A). 

Sections  17(a)(1)  and  (2)  of  the  Act 

17.  Section  17(a)  of  the  Act  generally 
prohibits  an  affiliated  person  of  a 
registered  investment  company,  or  an 
affiliated  person  of  such  a  person 
(“second-tier  affiliate”),  from  selling  any 
security  to  or  acquiring  any  security 
from  the  company.  Section  2(a)(3)  of  the 
Act  defines  “affiliated  person”  to 
include  (a)  any  person  directly  or 
indirectly  owning,  controlling  or 
holding  with  power  to  vote  5%  or  more 


'‘‘  Any  reference.s  to  NASD  Conduct  Rule  2830 
include  any  successor  or  replacement  rule  to  NASD 
Conduct  Rule  2830  that  may  be  adopted  by  FINRA. 


of  the  outstanding  voting  securities  of 
the  other  person,  (b)  any  person  5%  or 
more  of  whose  outstanding  voting 
securities  are  directly  or  indirectly 
owned,  controlled  or  held  with  the 
power  to  vote  by  the  other  person,  and 
(c)  any  person  directly  or  indirectly 
controlling,  controlled  by  or  under 
common  control  with  the  other  person. 
Section  2(a)(9)  of  the  Act  provides  that 
a  control  relationship  will  be  presumed 
where  one  person  owns  more  than  25% 
of  another  person’s  voting  securities. 

18.  Applicants  request  an  exemption 
from  section  17(a)  of  the  Act  pursuant 
to  sections  17(b)  and  6(c)  of  the  Act  to 
permit  persons  to  effectuate  in-kind 
purchases  and  redemptions  with  a  Fund 
when  they  are  affiliated  persons  of  the 
Fund  or  second-tier  affiliates  solely  by 
virtue  of  one  or  more  of  the  follojwing: 

(a)  Holding  5%  or  more,  or  in  excess  of 
25%,  of  the  outstanding  Shares  of  one 
or  more  Funds;  (b)  having  an  affiliation 
with  a  person  with  an -ownership 
interest  described  in  (a);  or  (c)  holding 
5%  or  more,  or  more  than  25%,  of  the 
shares  of  one  or  more  other  registered 
investment  companies  (or  series  thereof) 
advised  by  the  Adviser. 

19.  Applicants  assert  that  no  useful 
purpose  would  be  served  by  prohibiting 
these  types  of  affiliated  persons  from 
acquiring  or  redeeming  Creation  Units 
through  “in-kind”  transactions.  The 
deposit  procedures  for  both  in  kind 
purchases  and  in-kind  redemptions  of 
Creation  Units  will  be  the  same  for  all 
purchases  and  redemptions.  Deposit 
Securities  and  Redemption  Securities 
will  be  valued  in  the  same  manner  as 
Portfolio  Securities.  Therefore,  ^ 
applicants  state  that  in-kind  purchases 
and  redemptions  will  afford  no 
opportunity  for  the  specified  affiliated 
persons,  or  second-tier  affiliates,  of  a 
Fund  to  effect  a  transaction  detrimental 
to  other  holders  of  Shares.  Applicants 
dlso  believe  that  in-kind  purchases  and 
redemptions  will  not  result  in  self¬ 
dealing  or  overreaching  of  the  Fund. 

20.  Applicants  also  seek  relief  from 
section  17(a)  to  permit  a  Fund  that  is  an 
affiliated  person  of  an  Acquiring  Fund 
to  sell  its  Shares  to  and  redeem  its 
Shares  from  an  Acquiring  Fund,  and  to 
engage  in  the, accompanying  in-kindr 
transactions  with  the  Acquiring  Fund.^^ 

Applicants  state  that  the  terms  of  the 
transactions  are  ^air  and  reasonable  and 

Applicants  believe  that  an  Acquiring  Fund 
likely  will  purchase  Shares  of  the  Funds  in  the 
secondary  market  and  will  not  purchase  or  redeem 
Creation  Units  directly  from  a  Fund.  However,  the 
requested  relief  would  apply  to  direct  sales  of 
Shares  in  Creation  Units  by  a  Fund  to  an  Acquiring 
Fund  and  redemptions  of  those  Shares.  The 
requested  relief  is  intended  to  cover  the  in-kind 
transactions  that  would  accompany  such  sales  and 
redemptions.  » 


do  not  involve  overreaching.  Applicants 
note  that  any  consideration  paid  by  an 
Acquiring  Fund  for  the  purchase  or 
redemption  of  Shares  directly  from  a 
Fund  will  be  based  on  the  NAV  of  the 
Fund.i®  Applicants  believe  that  any 
proposed  transactions  directly  between 
the  Funds  and  Acquiring  Funds  will  be 
consistent  with  the  policies  of  each 
Acquiring  Fund.  The  purchase  of 
Creation  Units  by  an  Acquiring  Fund 
directly  from  a  Fund  will  be 
accomplished  in  accordance  with  the 
investment  restrictions  of  any  such 
Acquiring  Fund  and  will  be  consistent 
with  the  investment  policies  set  forth  in 
the  Acquiring  Fund’s  registration 
statement.  The  Acquiring  Fund 
Agreement  will  require  any  Acquiring 
Fund  that  purchases  Creation  Units 
directly  from  a  Fund  to  represent  that 
the  purchase  of  Creation  Units  from  a 
Fund  hy  an  Acquiring  Fund  will  be 
accomplished  in  compliance  with  the 
investment  restrictions  of  the  Acquiring 
Fund  and  will  be  consistent  with  the 
investment  policies  set  forth  in  the 
Acquiring  Fund’s  registration  statement. 

Applicants’  Conditions: 

Applicants  agree  that  any  order  of  the 
Commission  granting  the  requested 
relief  will  be  subject  to  the  following 
conditions: 

ETF  Relief 

1.  As  long  as  the  Trust  operates  in 
reliance  on  the  requested  order,  the 
Shares  will  be  listed  on  an  Exchange. 

2.  Neither  the  Trust  nor  any  Fund  will 
be  advertised  or  marketed  as  an  open- 
end  investment  company  or  a  mutual 
fund.  Any  advertising  material  that 
describes  the  purchase  or  sale  of 
Creation  Units  or  refers  to  redeemability 
will  prominently  disclose  that  Shares 
are  not  individually  redeemable  and 
thatx)wners  of  Shares  may  acquire  those 
Shares  from  a  Fund  and  tender  those 
Shares  for  redemption  to  a  Fund  in 
Creation  Units  only. 

3.  The  Web  site  for  the  Funds,  which 
is  and  will  be  publicly  accessible  at  no 
charge,  will  contain,  on  a  per  Share  ^ 
basis  for  each  Fund,  the  prior  Business 
Day’s  NAV  and  the  market  closing  price 
or  the  midpoint  of  the  bid/ask  spread  at 
the  time  of  the  calculation  of  such  NAV 
(“Bid/Ask  Price”),  and  a  calculation  of 
the  premium  or  discount  of  the  market 


’'’Applicants  acknowledge  that  receipt  of 
compensation  by  (a)  an  affiliated  person  of  an 
Acquiring  Fund,  or  an  affiliated  person  of  such 
person,  for  the  purchase  by  the  Acquiring  Fund  of 
Shares  or  (b)  an  affiliated  person  of  a  Fund,  or  an 
affiliated  person  of  such  person,  for  the  sale  by  the 
Fund  of  its  Shares  to  an  Acquiring  Fund  may  be 
prohibited  by  section  17(e)(1)  of  the  Act.  The 
Acquiring  Fund  Agreement  also  will  include  this 
acknowledgment. 
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closing  price  or  the  Bid/ Ask  Price 
against  such  NAV. 

4.  The  requested  relief  to  permit  ETF 
operations  will  expire  on  the  effective 
date  of  any  Commission  rule  under  the 
Act  that  provides  relief  permitting  the 
operation  of  index-based  exchange- 
traded  funds. 

Section  12(d)(1)  Relief 

5.  The  members  of  an  Acquiring 
Fund’s  Advisory  Group  will  not  control 
(individually  or  in  the  aggregate)  a  Fund 
within  the  meaning  of  section  2(a)(9)  of 
the  Act.  The  members  of  an  Acquiring 
Fund’s  SubAdvisory  Group  will  not 
control  (individually  or  in  the  aggregate) 
a  Fund  within  the  meaning  of  section 
2(a)(9)  of  the  Act.  If,  as  a  result  of  a 
decrease  in  the  outstanding  voting 
securities  of  a  Fund,  the  Acquiring 
Fund’s  Advisory  Group  or  the  Acquiring 
Fund’s  SubAdvisory  Group,  each  in  the 
aggregate,  becomes  a  holder  of  more 
than  25%  of  the  outstanding  voting 
securities  of  a  Fund,  it  will  vote  its 
Shares  in  the  same  proportion  as  the 
vote  of  all  other  holders  of  the  Shares. 
This  condition  does  not  apply  to  the 
Acquiring  Fund’s  SubAdvisory  Group 
with  respect  to  a  Fund  for  which  the 
Acquiring  Fund  SubAdviser  or  a  person 
controlling,  controlled  by,  or  under 
common  control  with  the  Acquiring 
Fund  SubAdviser  acts  as  the  investment 
adviser  within  the  meaning  of  section 
2(a)(20)(A)  of  the  Act. 

6.  No  Acquiring  Fund  or  Acquiring 
Fund  Affiliate  will  cause  any  existing  or 
potential  investment  by  the  Acquiring 
Fund  in  a  Fund  to  influence  the  terms 
of  any  services  or  transactions  between 
the  Acquiring  Fund  or  an  Acquiring 
Fund  Affiliate  and  the  Fund  or  a  Fund 
Affiliate. 

7.  The  board  of  directors  or  trustees  of 
an  Acquiring  Management  Gompany, 
including  a  majority  of  the  disinter«ted 
directors  or  trustees,  will  adopt 
procedures  reasonably  designed  to 
ensure  that  the  Acquiring  Fund  Adviser 
and  any  Acquiring  Fund  SubAdviser  are 
conducting  the  investment  program  of 
the  Acquiring  Management  Company 
without  taking  into  account  any 
consideration  received  by  the  Acquiring 
Management  Company  or  an  Acquiring 
Fund  Affiliate  from  a  Fund  or  a  Fund 
Affiliate  in  connection  with  any  services 
or  transactions. 

8.  Once  an  investment  by  an 
Acquiring  Fund  in  Shares  exceeds  the 
limits  in  section  12(d)(l)(A)(i)  of  the 
Act,  the  board  of  trustees  of  the  Trust 
(“Board”),  including  a  majority  of  the 
disinterested  trustees,  will  determine 
that  any  consideration  paid  by  the  Fund 
to  an  Acquiring  Fund  or  an  Acquiring 
Fund  Affiliate  in  connection  with  any 


services  or  transactions:  (a)  Is  fair  and 
reasonable  in  relation  to  the  nature  and 
quality  of  the  services  and  benefits 
received  by  the  Fund;  (b)  is  within  the 
range  of  consideration  that  the  Fund 
would  be  required  to  pay  to  another 
unaffiliated  entity  in  connection  with 
the  same  services  or  transactions;  and 
(c)  does  not  involve  overreaching  on  the 
part  of  any  person  concerned.  This 
condition  does  not  apply  with  respect  to 
any  services  or  transactions  between  a 
Fund  and  its  investment  adviser(s),  or 
any  person  controlling,  controlled  by,  or 
under  common  control  with  such 
investment  adviser(s). 

9.  No  Acquiring  Fund  or  Acquiring 
Fund  Affiliate  (except  to  the  extent  it  is 
acting  in  its  capacity  as  an  investment 
adviser  to  a  Fund)  will  cause  the  Fund 
to  purchase  a  security  in  any  Affiliated 
Underwriting. 

10.  The  Board,  including  a  majority  of 
the  disinterested  trustees,  will  adopt 
procedures  reasonably  designed  to 
monitor  any  purchases  of  securities  by 
the  Fund  in  an  Affiliated  Underwriting, 
once  an  investment  by  an  Acquiring 
Fund  in  the  securities  of  the  Fund 
exceeds  the  limit  of  section 
12(d)(l)(A)(i)  of  the  Act,  including  any 
purchases  made  directly  from  an 
Underwriting  Affiliate.  The  Board  will 
review  these  purchases  periodically,  but 
no  less  frequently  than  annually,  to 
determine  whether  the  purchases  were 
influenced  by  the  investment  by  the 
Acquiring  Fund  in  the  Fund.  The  Board 
will  consider,  among  other  things:  (a) 
Whether  the  purchases  were  consistent 
with  the  investment  objectives  and 
policies  of  the  Fund;  (b)  how  the 
performance  of  securities  purchased  in 
an  Affiliated  Underwriting  compares  to 
the  performance  of  comparable 
securities  purchased  during  a 
comparable  period  of  time  in 
underwritings  other  than  Affiliated 
Underwritings  or  to  a  benchmark  such  * 
as  a  comparable  market  index;  and  (c) 
whether  the  amount  of  securities 
purchased  by  the  Fund  in  Affiliated 
Underwritings  and  the  amount 
purchased  directly  from  an 
Underwriting  Affiliate  have  changed 
significantly  from  prior  years.  The 
Board  will  take  any  appropriate  actions 
based  on  its  review,  including,  if 
appropriate,  the  institution  of 
procedures  designed  to.assure  that 
purchases  of  securities  in  Affiliated 
Underwritings  are  in  the  best  interest  of 
shareholders  of  the  Fund. 

11.  Each  Fund  will  maintain  and 
preserve  permanently  in  an  easily 
accessible  place  a  written  copy  of  the 
procedures  described  in  the  preceding 
condition,  and  any  modifications  to 
such  procedures,  and  will  maintain  and 


preserve  for  a  period  of  not  less  than  six 
years  from  the  end  of  the  fiscal  year  in 
which  any  purchase  in  an  Affiliated 
Underwriting  occurred,  the  first  two 
years  in  an  easily  accessible  place,  a 
written  record  of  each  purchase  of 
securities  in  Affiliated  Underwritings, 
once  an  investment  by  an  Acquiring 
Fund  in  the  securities  of  the  Fund 
exceeds  the  limit  of  section 
12(d)(l)(A)(i)  of  the  Act,  setting  forth 
from  whom  the  securities  were 
acquired,  the  identity  of  the 
underwriting  syndicate’s  members,  the 
terms  of  the  purchase,  and  the 
information  or  materials  upon  which 
the  determinations  of  the  Board  were 
made. 

12.  Before  investing  in  Shares  in 
excess  of  the  limits  in  section 
12(d)(1)(A),  each  Acquiring  Fund  and 
the  Fund  will  execute  an  Acquiring 
Fund  Agreement  stating,  without 
limitation,  that  their  boards  of  directors 
or  trustees  and  their  investment 
adviser(s)  or  their  Sponsors  or  Trustees, 
as  applicable,  understand  the  terms  and 
conditions  of  the  order,  and  agree  to 
fulfill  their  responsibilities  under  the 
order.  At  the  time  of  its  investment  in 
Shares  in  excess  of  the  limit  in  section 
12(d)(l)(A)(i),  an  Acquiring  Fund  will 
notify  the  Fund  of  the  investment.  At 
such  time,  the  Acquiring  Fund  will  also 
transmit  to  the  Fund  a  list  of  the  names 
of  each  Acquiring  Fund  Affiliate  and 
Underwriting  Affiliate.  The  Acquiring 
Fund  will  notify  the  Fund  of  any 
changes  to  the  list  of  names  as  soon  as 
reasonably  practicable  after  a  change 
occurs.  The  Fund  and  the  Acquiring 
Fund  will  maintain  and  preserve  a  copy 
of  the  order,  the  Acquiring  Fund 
Agreement,  and  the  list  with  any 
updated  information  for  the  duration  of 
the  investment  and  for  a  period  of  not 
less  than  six  years  thereafter,  the  first 
two  years  in  an  easily  accessible  place. 

13.  The  Acquiring  Fund  Adviser, 
Trustee  or  Sponsor,  as  applicable,  will 
waive  fees  otherwise  payable  to  it  by  the 
Acquiring  Fund  in  an  amount  at  least 
equal  to  any  compensation  (including 
fees  received  pursuant  to  any  plan 
adopted  under  rule  12b-l  under  the 
Act)  received  from  the  Fund  by  the 
Acquiring  Fund  Adviser,  Trustee  or 
Sponsor,  or  an  affiliated  person  of  the 
Acquiring  Fund  Adviser,  Trustee  or 
Sponsor,  other  than  any  advisory  fees 
paid  to  the  Acquiring  Fund  Adviser, 
Trustee,  or  Sponsor,  or  its  affiliated 
person  by  the  Fund,  in  connection  with 
the  investment  by  the  Acquiring  Fund 
in  the  Fund.  Any  Acquiring  Fund 
SubAdviser  will  waive  fees  otherwise 
payable  to  the  Acquiring  Fund 
SubAdviser,  directly  or  indirectly,  by 
the  Acquiring  Management  Company  in 
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an  amount  at  least  equal  to  any 
compensation  received  from  a  Fund  by 
the  Acquiring  Fund  SubAd\'iser,  or  an 
affiliated  person  of  the  Acquiring  Fund 
Sub-Adviser,  other  than  any  advisory 
fees  paid  to  the  Acquiring  Fund  Sub- 
Adviser  or  its  affiliated  person  by  the 
Fund,  in  connection  with  any 
investment  by  the  Acquiring 
Management  Company  in  the  Fund 
made  at  the  direction  of  the  Acquiring 
Fund  SubAdviser.  In  the  event  that  the 
Acquiring  Fund  SubAdviser  waives 
fees,  the  benefit  of  the  waiver  will  be 
passed  through  to  the  Acquiring 
Management  Company. 

14.  Any  sales  charges  and/or  service 
fees  charged  with  respect  to  shares  of  an 
Acquiring  Fund  will  not  exceed  the 
limits  applicable  to  a  fund  of  funds  as 
set  forth  in  NASD  Conduct  Rule  2830. 

15.  No  Fund  will  acquire  securities  of 
any  other  investment  company  or 
company  relying  on  section  3(c)(1)  or 
3(c)(7)  of  the  Act  in  excess  of  the  limits 
contained  in  section  12(d)(1)(A)  of  the 
Act,  except  to  the  extent  permitted  by 
exemptive  relief  from  the  Commission 
permitting  the  Fund  to  purchase  shares 
of  other  investment  companies  for  short¬ 
term  cash  management  purposes. 

16.  Before  approving  any  advisory 
contract  under  section  15  of  the  Act,  the 
board  of  directors  or  trustees  of  each 
Acquiring  Management  Company, 
including  a  majority  of  the  disinterested 
directors  or  trustees,  will  find  that  the 
advisory  fees  charged  under  such 
advisory  contract  are  based  on  services 
provided  that  will  be  in  addition  to, 
rather  than  duplicative  of,  the  services 
provided  under  the  advisory  contract(s) 
of  any  Fund  in  which  the  Acquiring 
Management  Company  may  invest. 
These  findings  and  their  basis  will  be 
recorded  fully  in  the  minute  books  of 
the  appropriate  Acquiring  Management 
Company. 

For  the  Commission,  by  the  Division  of 
Investment  Management,  under  delegated 
authority. 

Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  2010-29589  Filed  11-23-10;  8:45  am) 

BILLING  CODE  8011-01-P 

SECURITIES  AND  EXCHANGE 
COMMISSION 

[Investment  Company  Act  Release  No. 
29499;  812-13487] 

SSgA  Funds  Management,  Inc.,  et  al.; 
Notice  of  Application 

November  17,  2010. 

AGENCY:  Securities  and  Exchange 
'Commission  (“Commission”). 


ACTION:  Notice  of  an  application  for  an 
order  under  section  6(c)  of  the 
Investment  Cbmpany  Act'of‘1940 
(“Act”)  for  an  exemption  from  sections 
2(a)(32),  5(a)(1),  22(d)  and  22(e)  of  the 
Act  and  rule  22c-l  under  the  Act,  under 
sections  6(c)  and  17(b)  of  the  Act  for  an 
exemption  from  sections  17(a)(1)  and 
(a)(2)  of  the  Act,  and  under  section 
12(d)(l)(J)  of  the  Act  for  an  exemption 
from  sections  12(d)(1)(A)  and  (B)  of  the 
Act. 


APPLICANTS:  SSgA  Funds  Management, 
Inc.  (the  “Adviser”),  State  Street  Global 
Markets,  LLC  (the  “Distributor”),  SPDR  . 
Series  Trust  and  SPDR  Index  Shares 
Funds  (each  a  “Trust”  and  together  the 
“Trusts”). 

SUMMARY  OF  APPLICATION:  Applicants 
request  an  order  that  permits:  (a)  Series 
of  certain  open-end  management 
investment  companies  to  issue  shares 
(“Shares”)  redeemable  in  large 
aggregations  only  (“Creation  Units”);  (b) 
secondary  market  transactions  in  Shares 
to  occur  at  negotiated  market  prices;  (c) 
certain  series  to  pay  redemption 
proceeds,  under  certain  circumstances, 
more  than  seven  days  from  the  tender  of 
Shares  for  redemption;  (d)  certain 
affiliated  persons  of  the  series  to  deposit 
securities  into,  and  receive  securities 
from,  the  series  in  connection  with  the 
purchase  and  redemption  of  Creation 
Units;  (e)  certain  registered  management 
investment  companies  and  unit 
investment  trusts  outside  of  the  same 
group  of  investment  companies  as  the 
series  to  acquire  Shares;  and  (f)  certain 
series  to  perform  creations  and 
redemptions  of  Shares  in-kind  in  a 
master-feeder  structure. 

FILING  DATES:  The  application  was  filed 
on  January  31,  2008,  and  amended  on 
May  21,  2008,  December  2,  2008, 
September  3,  2009,  July  1€,  2010,  and 
November  17,  2010. 

HEARING  OR  NOTIFICATION  OF  HEARING:  An 

order  granting  the  requested  relief  will 
be  issued  unless  the  Commission  orders 
a  hearing.  Interested  persons  may 
request  a-hearing  by  writing  to  the 
Commission’s  Secretary  and  serving 
applicants  with  a  copy  of  the  request, 
personally  ox  by  mail.  Hearing  requests 
should  be  received  by  the  Commission 
by  5:30  p.m.  on  December  10,  2010,  and 
should  be  accompanied  by  proof  of 
service  on  applicants,  in  the  form  of  an 
affidavit  or,  for  lawyers,  a  certificate  of 
service.  Hearing  requests  should  state 
the  nature  of  the  writer’s  interest,  the 
reason  for  the  request,  and  the  issues 
contested.  Persons  who  wish  to  be 
notified  of  a  hearing  may  request 
notification  by  writing  to  the 
Commission’s  Secretary. 


ADDRESSES:  Secretary,  U.S.  Securities 
and  Exchange  Commission,  100  F 
Street,  NE.,  Washington,  DC  20549- 
1090.  Applicants,  State  Street  Financial 
Center,  One  Lincoln  Street,  Boston,  MA 
02111. 

FOR  FURTHER  INFORMATION  CONTACT: 

Christine  Y.  Greenlees,  Senior  Counsel, 
at  (202)  551-6879  or  Mary  Kay  Freeh, 
Branch  Chief,  at  (202)  551-6821 
(Division  of  Investment  Management, 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  INFORMATION:  The 

following  is  a  summary  of  the 
application.  The  complete  application 
may  be  obtained  via  the  Commission’s 
Web  site  by  searching  for  the  file 
number,  or  an  applicant  using  the 
Company  name  box,  at  http:// 
ww'w. sec. gov /search/ search.htm  or  by 
calling  (202)  551-8090. 

Applicants’  Representations: 

1.  Each  Trust  is  a  business  trust 
organized  under  the  laws  of  the 
Commonwealth  of  Massachusetts  and 
registered  under  the  Act  as  an  open-end 
management  investment  company.  Each 
Trust  is  organized  as  a  series  fund  with 
multiple  series. 

2.  The  Adviser,  a  Massachusetts 
corporation,  is  registered  as  an 
investment  adviser  under  the 
Investment  Advisers  Act  of  1940  (the 
“Advisers  Act”)  and  will  be  the 
investment  adviser  to  the  Funds.  The 
Adviser  may  retain  sub-advisers  (“Sub- 
Advisers”).  Any  Sub-Adviser  will  be 
registered  under  the  Advisers  Act.  The 
Distributor,  a  broker-dealer  registered 
under  the  Securities  Exchange  Act  of 
1934  (the  “Exchange  Act”),  will  serve  as 
the  principal  underwriter  and 
distributor  of  each  of  the  Funds. 

3.  Applicants  are  requesting  relief  to 
permit  the  Trusts  to  create  and  operate 
certain  actively  managed  investment 
portfolios  of  the  Trusts  (“New  Funds”) 
that  offer  Shares  with  limited 
redeemability  (“ETF  Relief’)  and  to 
operate  in  a  master-feeder  structure. 
Applicants  request  that  the  ETF  Relief 
apply  to  future  series  of  the  Trusts  or  of 
other  open-end  management  companies 
that  (a)  Utilize  active  management 
investment  strategies,  (b)  are  advised  by 
the  Adviser  or  an  entity  controlling, 
controlled  by,  or  under  common  control 
with  the  Adviser,  and  (c)  comply  with 
the  terms  and  condition  of  the  order 
(“Future  Funds”).  The  New  Funds  and 
Future  Funds  together  are  the  “Funds.” 
Each  Fund  will  operate  as  an 
exchanged-traded  fund  (“ETF”).^ 


’  All  entities  that  currently  intend  to  rely  on  the 
order  are  nhmed  as  applicants.  Any  other  entity  that 
relies  on  the  order  in  the  future  will  comply  with 

Continued 
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4.  Applicants  also  request  that  the 
order  permit  certain  investment 
companies  registered  under  the  Act  to 
acquire  Shares  of  Funds  heyond  the 
limitations  in  section  12(d){l)(A)  and 
permit  certain  Funds,  and  any  principal 
underwriter  for  the  Funds,  and  any 
broker  or  dealer  registered  under  the 
Exchange  Act  (“Brokers”)  to  sell  Shares 
beyond  the  limitations  in  section 
12(d)(1)(B)  (“Fund  of  Funds  RelieP). 
Applicants  request  that  any  exemption 
under  section  12(d)(l)(J)  from  sections 
12(d)(1)(A)  and  (B)  for  Fund  of  Funds 
Relief  apply  to;  (i)  Any  registered 
investment  company  or  unit  investment 
trust  that  is  currently  or  subsequently 
part  of  the  same  “group  of  investment 
companies”  as  the  Funds  within  the 
meaning  of  section  12(d)(l)(G)(ii)  of  the 
Act  as  well  as  any  principal  underwriter 
for  the  Funds  and  any  Brokers  selling 
Shares  of  a  Fund  to  a  Purchasing  Fund 
(as  defined  below);  and  (ii)  each 
management  investment  company  or 
unit  investment  trust  registered  under 
the  Act  that  is  not  part  of  the  same 
“group  of  investment  companies”  as  the 
Funds  within  the  meaning  of  section 
12(d)(l)(G)(ii)  of  the  Act  and  that  enters 
into  a  FOF  Participation  Agreement  (as 
defined  below)  with  a  Fund  (such 
management  investment  companies  are 
referred  to  as  “Purchasing  Management 
Gompanies,”  such  unit  investment  trusts 
are  referred  to  as  “Purchasing  Trusts,” 
and  Purchasing  Management  Companies 
and  Purchasing  Trusts  are  collectively 
referred  to  as  “Purchasing  Funds”). 
Purchasing  Funds  do  not  include  the 
Funds.  This  relief  would  not  apply  to 
any  Fund  that  is,  either  directly  or 
through  a  master-feeder  structure, 
acquiring  securities  of  any  investment 
company  or  company  relying  on  section 
3(c)(1)  or  3(c)(7)  of  the  Act  in  excess  of 
the  limits  in  section  12(d)(1)(A)  of  the 
Act.2 

5.  Applicants  further  request  that  the 
order  permit  the  Funds  to  acquire  shares 
of  other  registered  investment 
companies  managed  by  the  Adviser 
having  substantially  the  same 
investment  objectives  as  the  Fund 
(“Master  Funds”)  beyond  the  limitation 
in  section  12(d)(1)(A)  and  permit  the 
Master  Funds,  and  any  principal 
underwriter  for  the  Master  Fund,  to  sell 
shares  of  the  Master  Funds  to  the  Funds 

the  terms  and  conditions  of  the  application.  A 
Purchasing  Fund  (as  defined  below)  may  rely  on  the 
requested  order  only  to  invest  in  the  Funds  and  not 
in  any  other  registered  investment  company. 

^  Applicants  expect  that  the  New  Funds  may  rely 
on  section  12(d)(1)(F)  or  (G)  of  the  Act  and,  thus, 
would  not  be  able  to  rely  on  the  Fund  of  Funds 
Relief.  Nonetheless,  it  is  anticipated  that^ertain 
Future  Funds  would  rely  on  the  requested  Fund  of 
Funds  Relief. 


beyond  the  limitations  in  section 
12(d)(1)(B)  (“Master-Feeder  Relief’). 

6.  Each  New  Fund  will  attempt  to 
achieve  a  specified  investment  objective 
utilizing  an  active  management  strategy, 
rather  than  attempting  to  replicate  the 
performance  of  an  index.  It  is  currently 
anticipated  that  the  investment 
strategies  of  the  New  Funds  will  be 
similar  to  existing  “target  date”  mutual 
funds,  and  the  New  Funds  will  seek  to 
achieve  their  investment  objectives  by 
investing  in  ETFs  and  other  exchange 
traded  products  that  are  not  registered 
under  the  Act,  which  may  or  may  not 
be  sponsored  or  advised  by  the  Adviser 
or  one  of  its  affiliates  (“Underlying 
ETPs”).  The  New  Funds  may  invest  in 
Underlying  ETPs  either  directly  or 
through  investment  in  a  Master  Fund.^ 
Each  Fund,  or  its  respective  Master 
Fund,  may  invest  in  foreign  and 
domestic  equity  securities,  including 
depositary  receipts  (“Depositary 
Receipts”)  and  shares  of  other 
investment  companies,  and  in  foreign 
and  domestic  fixed  income  securities, 
including  TBA  transactions,  as 
described  herein.  Neither  the  New 
Funds  nor  any  Future  Fund  (or  its 
respective  Master  Fund,  if  any)  will 
invest  in  options  contracts,  futures 
contracts  or  swap  agreements. 

7.  It  is  currently  anticipated  that  each 
New  Fund  will  invest  in  a  Master  Fund 
with  a  portfolio  of  Underlying  ETPs 
instead  of  directly  holding  Underlying 
ETP  shares.  Applicants  have  designed 
this  master-feeder  structure  because  it  is 
anticipated  that,  in  addition  to  the  New 
Funds,  other  feeder  funds  will  be 
created  in  the  future  and  hold  shares  of 
each  respective  Master  Fund.  Such 
other  fee'der  funds  could  be  traditional 
mutual  funds,  the  shares  of  which 
would  be  individually  redeemable, 
other  exchange-traded  funds,  or  other 
pooled  investment  vehicles.  Any 
traditional  mutual  fund  feeder  funds 
would  also  be  series  of  a  separate  and 
distinct  registered  investment 
company."* 

8.  The  Future  Funds  may  invest, 
either  directly  or  through  a  Master 
Fund,  in  equity  securities  (“Equity 
Funds”)  or  fixed  income  securities 
(“Fixed  Income  Funds”)  traded  in  the 
U.S.  or  non-U.S.  markets.  Funds  that 
invest,  either  directly  or  through  a 
Master  Fund,  in  foreign  equity  and/or 
fixed  income  securities  are  “Foreign 
Funds.”  Funds  that  invest,  either 
directly  or  through  a  Master  Fund,  in 

3  Each  Underlying  ETP  will  trade  on  a  Stock 
Exchange  (as  defined  below)  and  will  calculate  its 
net  asset  value  per  share  (“NAV”)  each  day. 

*  There  would  be  no  ability  to  exchange  Shares 
of  the  New  Funds  for  shares  of  any  other  feeder 
fund. 


foreign  and  dome.stic  equity  securities 
are  “Global  Equity  Funds.”  Funds  that 
invest  in  foreign  and  domestic  fixed 
income  securities,  either  directly  or 
through  a  Master  Fund,  are  “Global 
Fixed  Income  Funds”  (and  together  with 
the  “Global  Equity  Funds,  “Global 
Funds”).  The  term  “Domestic  Funds” 
includes  any  Equity  Fund  or  Fixed 
Income  Fund  that  invests,  either 
directly  nr  through  a  Master  Fund,  in 
domestic  equity  and/or  fixed  income 
securities. 

9.  Applicants  anticipate  that  many,  if 
not  all  of  the  Foreign  Funds  will  invest 
a  significant  portion  of  their  assets  in 
Depositary  Receipts  representing  foreign 
securities  in  which  they  seek  to  invest, 
including  American  Depositary  Receipts 
(“ADRs”)  and  Global  Depositary 
Receipts  (“GDRs”).  Depositary  Receipts 
are  typically  issued  by  a  financial 
institution  (“Depository”)  and  evidence 
ownership  interests  in  a  security  or  a 
pool  or  securities  (“Underlying 
Securities”)  that  have  been  deposited  . 
with  the  Depository.^  A  Fund  will  not 
invest  in  any  Depositary  Receipts  that 
the  Adviser  or  Sub-Adviser  deems  to  be 
illiquid  or  for  which  pricing  information 
is  not  readily  available. 

10.  Shares  of  each  Fund  will  be 
purchased  from  the  Trusts  only  in 
Creation  Units.  Creation  Units  will  be 
separable  upon  issue  into  individual 
Shares,  which  will  be  listed  and  traded 
at  negotiated  prices  on  a  national 
securities  exchange  as  defined  in 
section  2(a)(26)  of  the  Act  (“Stock 
Exchange”).  The  Funds  will  issue  Shares 
in  Creation  Units  of  at  least  50,000 
Shares.  Orders  to  purchase  Creation 
Units  may  be  placed  by  or  through  an 
“Authorized  Participant,”  which  is 
either  (i)  a  broker-dealer  or  other 
participant  in  the  continuous  net 
settlement  system  of  the  National 
Securities  Clearing  Corporation,  a 
clearing  agency  registered  with  the 
Commission,  or  (ii)  a  participant  in  the 
Depository  Trust  Company  rDTC”), 
which  in  either  case  has  executed  an 
agreement  with  the  Trust  and  the 
Distributor  with  respect  to  creations  and 

5  With  respect  to  ADRs,  the  Depositor^’  is 
typically  a  U.S.  financial  institution  and  the 
Underlying  Securities  are  issued  by  a  foreign  issuer. 
The  ADR  is  registered  under  the  Securities  Act  of 
19.33  (“Securities  Act”)  on  Form  F-6.  ADR  trades 
occur  either  on  a  Stock  Exchange  (as  defined  helow) 
or  off-exchange.  FINRA  Rule  6620  requires  all  off- 
exchange  transactions  in  ADRs  to  bo  reported 
within  90  seconds  and  ADR  trade  reports  to  he 
disseminated  on  a  real-time  basis.  With  respect  to 
GDRs,  the  Depository  may  be  a  foreign  or  a  U.S. 
entity,  and  the  Underlying  Securities  may  have  a 
foreign  or  a  U.S.  issuer.  All  GDRs  are  sponsored  and 
trade  on  a  foreign  exchange.  No  affiliated  persons 
of  applicants  or  any  Suh-Adviser  will  serve  as  the 
depositary  bank  for  any  Depositary  Receipt? 
a  Fund. 
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redemptkjns  of  Creation  Units 
(“Participant  Agreement”).  Shares  of 
each  New  Fund  will  be  purchased  in 
Creation  Units  in  exchange  for  an  in- 
kind  deposit  by  the  purchaser  of  a 
particular  portfolio  of  securities 
(“Deposit  Securities”)  designated  by  the 
Adviser,  together  with  the  deposit  of  a 
specified  cash  payment  (“Cash 
Component,”  collectively  with  the 
Deposit  Securities,  “Fund  Deposit”).  The 
Cash  Component  is  an  amount  equal  to 
the  difference  between  the  NAV  of  a 
Creation  Unit  and  the  total  aggregate 
market  value  per  Creation  Unit  of  the 
Deposit  Securities.*’  A  Fund  may  also 
permit,  under  certain  circumstances,  aii 
in-kind  purchaser  to  substitute  cash  in 
lieu  of  depositing  some  or  all  of  the 
Deposit  Securities. 

11.  Each  Fund  may  impose  a  purchase 
or  redemption  transaction  fee 
(“Transaction  Fee”)  to  protect  existing 
shareholders  from  the  dilutive  costs 
associated  with  the  purchase  or 
redemption  of  Creation  Units.^  The 
Distributor  will  deliver  a  confirmation 
and  prospectus  (“Prospectus”)  to  the 
purchaser. 

12.  Purchasers  of  Shares  in  Creation 
Units  may  hold  such  Shares  or  may  sell 
such  Shares  into  the  secondary  market. 
Shares  will  be  listed  on  the  Stock 
Exchange  and  traded  in  the  secondary 
market  in  the  same  manner  as  other 
equity  securities.  One  or  more  Market 
Makers  (as  defined  below)  will  be 
assigned  to  make  continuous  markets  in 
Shares.  The  price  of  Shares  trading  on 

a  Stock  Exchange  will  be  based  on  a 
current  bid/offer  market.  Transactions 
involving  the  sale  of  Shares  on  a  Stock 
Exchange  will  be  subject  to  customary 
brokerage  commissions  and  charges. 

13.  Applicants  expect  that  purchasers 
of  Creation  Units  will  include 
arbitrageurs  and  the  lead  market  makers 
(“LMMs”)  and/or  designated  liquidity 
providers  (together  with  LMMs,  “Market 
Makers”).  Applicants  expect  that 
secondary  market  purchasers  of  Shares 


®On  each  day  that  a  Fund  is  open,  including  as 
required  by  section  22(e)  of  the  Act  (“Business 
Day”),  the  Adviser  will  make  available  prior  to  the 
opening  of  trading  on  the  Stock  Exchange  a  list  of 
the  names  and  the  required  number  of  shares  of 
each  Deposit  Security  to  be  included  in  the  Fund 
Deposit  for  each  Fund,  along  with  the  prior  day’s 
Cash  Component.  The  Stock  Exchange  will 
disseminate,  every  15  seconds  during  its  regular 
trading  hours,  through  the  facilities  of  the 
Consolidated  Tape  Association,  the  estimated  NAV 
of  the  Funds,  which  is  an  amount  per  Share 
representing  the  sjum  of  the  estimated  Cash 
Component  effective  through  and  including  the 
previous  Business  Day,  plus  the  current  value  of  the 
Deposit  Securities,  on  a  per  Share  basis. 

^  Where  a  Fund  permits  a  purchaser  to  substitute 
cash  in  lieu  of  depositing  a  portion  of  the  requisite 
Deposit  Securities,  the  purchaser  may  be  assessed 
a  higher  Transaction  Fee  to  offset  the  cost  to  the 
Fund  of  purchasing  such  Deposit  Securities. 


will  include  both  institutional  and  retail 
investors.®  Applicants  state  that 
arbitrage  opportunities  created  by  the 
ability  to  continually  purchase  or 
redeem  Creation  Units  at  their  NAV 
should  ensure  that  the  Shares  will  not 
trade  at  a  material  discount  or  premium 
in  relation  to  their  NAV. 

14.  Beneficial  owners  of  Shares  may 
sell  their  Shares  in  the  secondary 
market,  but  must  accumulate  enough 
Shares  to  constitute  a  Creation  Unit  in 
order  to  redeem  through  a  Fund. 

Creation  Units  will  be  redeemed  in 
exchange  for  a  portfolio  of  securities 
(“Redemption  Securities”)  and  specified 
cash  amount  ®  as  published  in  the 
redemption  basket.  While  Shares 
generally  will  be  redeemed  in  Creation 
Units  in  exchange  for  Redemption 
Securities,  each  Fund  will  have  the  right 
to  make  redemption  payments  in  cash, 
in  kind  or  a  combination  of  each, 
provided  the  value  of  its  redemption 
payments  equals  the  NAV.i®  To  the 
extent  that  the  Redemption  Securities 
have  a  value  greater  than  the  NAV  of  the 
Shares  being  redeemed,  a  cash  payment 
equal  to  the  differential  will  be  paid  by 
the  redeeming  shareholder  to  the  Trust. 
Redemption  of  Shares  in  Creation  Units 
will  be  subject  to  a  Transaction  Fee. 

15.  Applicants  state  that  each  Fund 
must  comply  with  the  federal  securities 
laws  in  accepting  Deposit  Securities  and 
satisfying  redemptions  with 
Redemption  Securities,  including  that 
the  Redemption  Securities  are  sold  in 
transactions  that  would  be  exempt  from 
registration  under  the  Securities  Act.^^ 
•The  Deposit  Securities  and  Redemption 
Securities  will  consist  of  a  pro  rata 


®  Shares  will  be  registered  in  book-entry  form 
only.  DTC  or  its  nominee  will  be  the  registered 
owner  of  all  outstanding  Shares.  Beneficial 
ownership  of  Shares  will  be  shown  on  the  records 
of  DTC  or  DTC  participants  (“DTC  Participants”). 

®  In  the  case  of  a  Fund  that  is  part  of  a  master- 
feeder  structure,  the  Fund  will  redeem  shares  from 
the  appropriate  master  portfolio  and  then  deliver  to 
the  redeeming  shareholder  a  portfolio  of 
Redemption  Securities  and  specified  cash  amount 
as  published  in  the  redemption  basket. 

i“The  Funds  may  substitute  a  cash-in-lieu 
amount  to  jreplace  any  Deposit  Security  or 
Redemption  Security  that  is  a  to-be-announced 
transaction  (“TBA  Transaction”).  A  TBA 
Transaction  is  a  method  of  trading  mortgage-backed 
securities.  In  a.TBA  Transaction,  the  buyer  and 
seller  agree  upon  general  trade  parameters  such  as 
agency,  settlement  date,  par  amount  and  price.  The 
actual  pools  delivered  generally  are  determined  two 
days  prior  to  the  settlement  date.  The  amount  of 
substituted  cash  in  the  case  of  TBA  Transactions 
will  be  equivalent  to  the  value  of  the  TBA 
Transaction  listed  as  a  Deposit  Security  or 
Redemption  Security. 

”  In  accepting  Deposit  Securities  and  satisfying 
redemptions  with  Redemption  Securities  that  are 
restricted  securities  eligible  for  resale  pursuant  to 
rule  144A  under  the  Securities  Act,  each  Fund  will 
comply  with  the  conditions  of  rule  144A,  including 
in  satisfying  redemptions  with  such  rule  144A 
eligible  restricted  Redemption  Securities. 


basket  of  the  portfolio  securities  held  by 
a  Fund  (“Fund  Securities”),  except  for 
certain  minor  differences  that  may  exist 
for  certain  Fixed  Income  Funds  because 
it  is  impossible  to  break  up  bonds 
beyond  certain  minimum  sizes  needed 
for  transfer  and  settlement. 

16.  Neither  the  Trust  nor  any  Fund 
will  be  advertised  or  marketed  or 
otherwise  held  out  as  a  traditional  open- 
end  investment  company  or  a  mutual 
fund.  Instead,  each  Fund  will  be 
marketed  as  an  “actively-managed 
exchange-traded  fund.”^^  marketing 
materials  that  describe  the  features  or 
method  of  obtaining,  buying  or  selling 
Creation  Units,  or  Shares  traded  on  the 
Stock  Exchange,  or  refer  to 
redeemability,  will  prominently 
disclose  that  Shares  are  not  individually 
redeemable  shares  and  will  disclose  that 
the  owners  of  Shares  may  acquire  those 
Shares  from  the  Fund,  or  tender  those 
Shares  for  redemption  to  the  Fund  in 
Creation  Units  only.  The  same  approach 
will  be  followed  in  connection  with 
shareholder  reports  and  investor 
educational  materials  issued  or 
circulated  in  connection  with  the 
Shares.  The  Funds  will  provide  copies 
of  its  semi-annual  and  annual 
shareholder  reports  to  DTC  Participants 
for  distribution  to  beneficial  owners  of 
Shares. 

17.  The  Trust  will  maintain  a  Web  site 
that  will  include  each  Fund’s 
Prospectus  and  other  information  about 
each  Fund  that  is  updated  on  a  daily 
basis,  including  the  prior  Business  Day’s 
NAV,  closing  market  price,  reported 
midpoint  of  “bid  and  ask”  at  the  time  of 
calculation  of  such  NAV  (“Bid/ Ask 
Price”),  and  a  calculation  of  the 
premium  or  discount  of  such  price 
against  such  NAV.  Prior  to  the  opening 
of  the  Stock  Exchange  on  each  Business 
Day,  a  Trust  will  disclose  on  its  Web 
site  the  identities  and  quantities  of  the 
securities  and  other  assets  held  by  each 
Fund,  or  its  respective  Master  Fund,^® 


As  noted  above,  the  Funds  may  operate  in  a 
master-feeder  structure.  Under  such  circumstances, 
the  Funds  would  operate,  and  would  be  marketed, 
as  ETFs.  The  respective  Master  Funds  would 
operate  as  mutual  funds,  but  would  not  be  publicly 
offered  or  marketed.  Applicants  do  not  believe  the 
master-feeder  structure  would  be  confusing  to 
investors  because  any  additional  feeder  fund  that  is 
a  traditional  mutual  fund  or  other  pooled 
investment  vehicle  would  be  marketed  separately. 
Applicants  state  that  they  will  take  steps  to  ensure 
that  investors  will  understand  the  differences 
between  the  Funds  and  any  feeder  funds. 

’3  For  Funds  that  are  part  of  a  master-feeder 
structure,  the  Fund  will  disclose  information  about 
the  securities  and  other  assets  held  by  the  Master 
Fund. 
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that  will  form  the  basis  of  each  Fund’s 
NAV  at  the  end  of  such  Business  Day.^^ 

Applicants’  Legal  Analysis:  ’■ 

1.  Applicants  request  an  order  under 
section  6(c)  of  the  Act  for  an  exemption 
from  sections  2{a)(32),  5(a)(1),  22(d)  and 
22(e)  of  the  Act  and  rule  22c-l  under 
the  Act,  under  sections  6(c)  and  17(b)  of 
the  Act  for  an  exemption  from  sections 
17(a)(1)  and  17(a)(2)  of  the  Act,  and 
under  section  12(d)(l)(J)  of  the  Act  for 
an  exemption  from  sections  12(d)(1)(A) 
and  12(d)(1)(B)  of  the  Act. 

2.  Section  6(c)  of  the  Act  provides  that 
the  Commission  may  exempt  any 
person,  security  or  transaction,  or  any 
class  of  persons,  securities  or 
transactions,  from  any  provision  of  the 
Act,  if  and  to  the  extent  that  such 
exemption  is  necessary  or  appropriate 
in  the  public  interest  and  consistent 
with  the  protection  of  investors  and  the 
purposes  fairly  intended  by  the  policy 
and  provisions  of  the  Act.  Section  17(b) 
of  the  Act  authorizes  the  Commission  to 
exempt  a  proposed  transaction  from 
section  17(a)  of  the  Act  if  evidence 
establishes  that  the  terms  of  the 
transaction,  including  the  consideration 
to  be  paid  or  received,  are  reasonable 
and  fair  and  do  not  involve 
overreaching  on  the  part  of  any  person 
concerned,  and  the  proposed 
transaction  is  consistent  with  the 
policies  of  the  registered  investment 
company  and  the  general  provisions  of 
the  Act.  Section  12(d)(l)(J)  of  the  Act 
provides  that  the  Commission  may 
exempt  any  person,  security,  or 
transaction,  or  any  class  or  classes  of 
persons,  securities  or  transactions,  from 
any  provision  of  section  12(d)(1)  if  the 
exemption  is  consistent  with  the  public 
interest  and  the  protection  of  investors. 

Sections  5(a)(1)  and  2(a)(32)  of  the  Act 

3.  Section  5(a)(1)  of  the  Act  defines  an 
“open-end  company”  as  a  management 
investment  company  that  is  offering  for 
sale  or  has  outstanding  any  redeemable 
security  of  which  it  is  the  issuer. 

Section  2(a)(32)  of  the  Act  defines  a 
redeemable  security  as  any  security,  ' 
other  than  short-term  paper,  under  the 
terms  of  which  the  holder,  upon  its 
presentation  to  the  issuer,  is  entitled  to 
receive  approximately  a  proportionate 
share  of  the  issuer’s  current  net  assets, 
or  the  cash  equivalent.  Because  Shares 
will  not  be  individually  redeemable, 
applicants  request  an  order  to  permit 
the  Trust  to  register  as  an  open-end 


Under  accounting  procedures  followed  by  the 
Funds,  trades  made  on  the  prior  Business  Day  (“T”) 
will  be  booked  and  reflected  in  NAV  on  the  current 
Business  Day  (“T+1”).  Accordingly,  the  Funds  will 
be  able  to  disclose  at  the  beginning  of  tbe  Business 
Day  the  portfolio  that  will  form  the  basis  for  the 
NAV  calculation  at  the  end  of  the  Business  Day. 


1 


management  investment  company  and 
redeem  Shares  in  Creation  Units  only.^® 
Applicants  state  that  investors  may 
purchase  Shares  in  Creation  Units  and 
redeem  Creation  Units  from  each  Fund. 
Applicants  further  state  that  because  the 
market  price  of  Creation  Units  will  be 
disciplined  by  arbitrage  opportunities, 
investors  should  be  able  to  sell  Shares 
in  the  secondary  market  at  prices  that 
do  vary  substantially  from  their  NAV. 

Section  22(d)  of  the  Act  and  Rule 
22c-l  Under  the  Act 

4.  Section  22(d)  of  the  Act,  among 
other  things,  prohibits  a  dealer  from 
selling  a  redeemable  security,  which  is 
currently  being  offered  to  the  public  by 
or  through  a  principal  underwriter, 
except  at  a  current  public  offering  price 
described  in  the  prospectus.  Rule  22c- 
1  under  the  Act  generally  requires  that 
a  dealer  selling,  redeeming,  or 
repurchasing  a  redeemable  security  do 
so  only  at  a  price  based  on  its  NAV. 
Applicants  state  that  secondary  market 
trading  in  Shares  will  take  place  at 
negotiated  prices,  rather  .than  at  the 
current  offering  price  described  in  the 
Prospectus,  and  not  at  a  price  based  on 
NAV.  Thus,  purchases  and  sales  of 
Shares  in  the  secondary  market  will  not 
comply  with  section  22(d)  of  the  Act 
and  rule  22c-l  under  the  Act. 

Applicants  request  an  exemption  under 
section  6(c)  from  these  provisions. 

5.  Applicants  assert  that  the  concerns 
sought  to  be  addressed  by  section  22(d) 
of  the  Act  and  rule  22c-l  under  the  Act 
with  respect  to  pricing  are  equally 
satisfied  by  the  proposed  method  of 
pricing  Shares.  Applicants  maintain  that 
while  there  is  little  legislative  history 
regarding  section  22(d),  its  provisions, 
as  well  as  those  of  rule  22c-l,  appear  to 
have  been  designed  to  (a)  Prevent 
dilution  caused  by  certain  riskless- 
trading  schemes  by  principal 
underwriters  and  contract  dealers,  (b) 
prevent  unjust  discrimination  or 
preferential  treatment  among  buyers 
resulting  from  sales  at  different  prices, 
and  (c)  assure  an  orderly  distribution  of 
investment  company  shares  by 
eliminating  price  competition  from 
Brokers  offering  shares  at  less  than  the 
published  sales  price  and  repurchasing 
shares  at  more  than  the  published 
redemption  price. 

6.  Applicants  believe  that  none  of 
these  purposes  will  be  thwarted  by 
permitting  Shares  to  trade  in  the 
secondary  market  at  negotiated  prices. 
Applicants  state  that  (a)  secondary 


^®The  Master  Funds  will  not  require  relief  from 
sections  2(a)(32)  and  5(a)(1)  because  the  Master 
Funds  will  issue  individually  redeemable 
securities. 


market  trading  in  Shares  would  not 
cause  dilution  of  an  investment  in 
Shares  because  such  transactions  do  not 
involve  the  Funds  as  parties,  and  (b)  to 
the  extent  different  prices  exist  during 
a  given  trading  day,  or  from  day  to  day, 
such  variances  occur  as  a  result  of  third- 
party  market  forces,  such  as  supply  and 
demand.  Therefore,  applicants  assert 
that  secondary  market  transactions  in 
Shares  will  not  lead  to  discrimination  or 
preferential  treatment  among 
purchasers.  Finally,  applicants  contend 
that  the  proposed  distribution  system 
will  be  orderly  because  arbitrage  activity 
should  ensure  that  the  difference 
between  NAV  and  the  market  price  of 
Shares  remains  low. 

Section  22(e) 

7.  Section  22(e)  of  the  Act  generally 
prohibits  a  registered  investment 
company  from  suspending  the  right  of 
redemption  or  postponing  the  date  of 
payment  of  redemption  proceeds  for 
more  than  seven  days  after  the  tender  of 
a  security  for  redemption.  Applicants 
observe  that  the  settlement  of 
redemptions  of  Creation  Units  of  the 
Foreign  Funds  is  contingent  not  only  on 
the  settlement  cycle  of  the  U!S. 
securities  markets  but  also  on  the 
delivery  cycles  present  in  foreign 
markets  in  which  Foreign  Funds,  or 
their  respective  Master  Funds,  may 
invest.  Applicants  have  been  advised 
that,  under  certain  circumstances,  the 
delivery  cycles  for  transferring 
Redemption  Securities  to  redeeming 
investors,  coupled  with  local  market 
holiday  schedules,  will  require  a 
delivery  process  of  up  to  14  calendar 
days.  Applicants  therefore  request  relief 
from  section  22(e)  in  order  to  provide 
payment  or  satisfaction  of  redemptions 
within  the  maximum  number  of 
calendar  days  required  for  such 
payment  or  satisfaction  in  the  principal 
local  markets  where  transactions  in  the 
Fund  Securities  of  each  Foreign  Fund, 
and  any  respective  Master  Fund, 
customarily  clear  and  settle,  but  in  all 
cases  no  later  than  14  days  following  the 
tender  of  a  Creation  Unit.^® 

8.  Applicants  submit  that  Congress 
adopted  section.  22(e)  to  prevent 
unreasonable,  undisclosed  or 
unforeseen  delays  in  the  actual  payment 
of  redemption  proceeds.  Applicants 
state  that  allowing  in-kind  redemption 
payments  for  Creation  Units  of  a  Foreign 
Fund,  and  any  respective  Master  Fund, 
to  be  made  within  the  number  of  days 


Applicants  acknowledge  that  no  relief  obtained 
from  the  requirements  of  section  22(e)  will  affect 
any  obligations  that  applicants  may  otherwise  have 
under  rule  15c6-l  under  the  Exchange  Act.  Rule 
15c6-l  requires  that  most  securities  transactions  be 
settled  within  three  business  days  of  the  trade  date. 
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indicated  above  would  not  be 
inconsistent  with  the  spirit  and  intent  of 
section  22(e).  Applicants  state  that  each 
Foreign  Fund’s  SAI  will  disclose  those 
local  holidays  (over  the  period  of  at 
least  one  year  following  the  date  of  the 
SAI),  if  any,  that  are  expected  to  prevent 
the  delivery  of  in-kind  redemption 
proceeds  in  seven  calendar  days  and  the 
maximum  number  of  days  needed  to 
deliver  the  proceeds  for  each  affected 
Foreign  Fund.  Applicants  are  not 
seeking  relief  from  section  22(e)  with 
respect  to  Foreign  Funds  effecting 
redemptions  on  a  cash  basis. 

9.  If  using  a  master-feeder  structure, 
applicants  will  operate  in  substantially 
the  same  manner.  In  the  case  of  an  in- 
kind  redemption  from  a  Fund,  the  Fund 
would  make  a  corresponding 
redemption  from  the  Master  Fund. 
Applicants  do  not  believe  the  master- 
feeder  structure  would  have  any  impact 
on  the  delivery  cycle. 

Section  12(d)(1) 

10.  Section  12(d)(1)(A)  of  the  Act 
prohibits  a  registered  investment 
company  from  acquiring  shafes  of  an 
investment  company  if  the  securities  • 
represent  more  than  3%  of  the  total 
outstanding  voting  stock  of  the  acquired 
company,  more  than  5%  of  the  total 
assets  of  the  acquiring  company,  or, 
together  with  the  securities  of  any  other 
investment  companies,  more  than  10% 
of  the  total  assets  of  the-  acquiring 
company.  Section  12(d)(1)(B)  of  the  Act 
prohibits  a  registered  open-end 
investment  company,  its  principal 
underwriter,  or  any  other  broker  or 
dealer  from  selling  its  shares  to  another 
investment  company  if  the  sale  will 
cause  the  acquiring  company  to  own 
more  than  3%  of  the  acquired 
company’s  voting  stock,  or  if  the  sale 
will  cause  more  than  10%  of  the 
acquired  company’s  voting  stock  to  be 
owned  by  investment  companies 
generally. 

11.  Applicants  request  relief  to  permit 
Purchasing  Management  Companies  and 
Purchasing  Trusts  registered  under  the 
Act  that  are  not  sponsored  or  advised  by 
the  Adviser  or  any  entity  controlling, 
controlled  by,  or  under  common  Control 
with  the  Adviser  and  are  not  part  of  the 
same  “group  of  investment  companies,” 
as  defined  in  section  12(d)(l)(G)(ii)  of 
the  Act,  as  the  Trusts,  to  acquire  Shares 
of  a  Fund  beyond  the  limits  of  section 
12(d)(1)(A)  of  the  Act.  Applicants  also 
seek  an  exemption  to  permit  the  Funds 
and/or  a  Broker  to  sell  Shares  to 
Purchasing  Funds  beyond  the  limits  of 
section  12(d)(1)(B).  Pursuant  to  the 
terms  and  conditions  of  the  requested 
order,  each  Purchasing  Fund  will  enter 


into  a  FOF  Participation  Agreement  (as 
defined  below)  with  the  relevant  Fund. 

12.  Each  Purchasing  Management 
Company  will  be  advised  by  an 
investment  adviser  within  the  meaning 
of  section  2(a)(20)(A)  of  the  Act 
(“Purchasing  Fund  Adviser”)  and  may 
be  sub-advised  by  investment  adviser(s) 
within  the  meaning  of  section 
2(a)(20)(B)  of  the  Act  (“Purchasing  Fund 
Sub- Adviser”).  Any  investment  adviser 
to  a  Purchasing  Management  Company 
will  be  registered  as  an  investment 
adviser  or  exempt  from  registration 
under  the  Advisers  Act.  Each 
Purchasing  Trust  will  have  a  sponsor 
(“Sponsor”). 

13.  Applicants  assert  that  the 
proposed  transactions  will  not  lead  to 
any  of  the  abuses  that  section  12(d)(1) 
was. designed  to  prevent.  Applicants 
submit  that  the  proposed  conditions  to 
the  requested  relief  address  the 
concerns  underlying  the  limits  in 
section  12(d)(1),  which  include 
concerns  about  undue  influence, 
excessive  layering  of  fees  and  overl-y 
complex  structures. 

14.  Applicants  submit  that  their 
proposed  conditions  address  any 
concerns  regarding  the  potential  for 
undue  influence.  A  Purchasing  Fund  or 
Purchasing  Fund  Affiliate  will  not 
cause  an  investment  in  a  Fund  to 
influence  the  terms  of  services  or 
transactions  between  a  Purchasing  Fund 
or  a  Purchasing  Fund  Affiliate  and  the 
Fund  or  Fund  Affiliate. A  Purchasing 
Fund’s  Advisory  Group  or  a  Purchasing 
Fund’s  Sub-Advisory  Group  will  not 
control  a  Fund  within  the  meaning  of 
section  2(a)(9)  of  the  Act.  A  “Purchasing 
Fund’s  Advisory  Group”  is-the 
Purchasing  Fund  Adviser,  or  Sponsor, 
any  person  controlling,  controlled  by  or 
under  common  control  with  the 
Purchasing  Fund  Adviser  or  Sponsor, 
and  any  investment  company  or  issuer 
that  would  be  an  investment  company 
but  for  section  3(c)(1)  or  3(c)(7)  of  the 
Act,  that  is  advised  or  sponsored  by  the 
Purchasing  Fund  Adviser,  the  Sponsor, 
or  any  person  controlling,  controlled  by 
or  under-  common  control  with  the 
Purchasing  Fund  Adviser  or  Sponsor.  A 
“Purchasing  Fund’s  Sub- Advisory 
Group”  is  any  Purchasing  Fund  Sub- 
Adviser,  any  person  controlling, 
controlled  by,  or  under  common  control 


1’'  A  “Purchasing  Fund  Affiliate”  is  defined  as  the 
Purchasing  Fund  Adviser,  Purchasing  Fund  Sub- 
Adviser,  Sponsor,  promoter  and  principal 
underwriter  of  a  Purchasing  Fund  and  any  person 
controlling,  controlled  by  or  under  common  control 
with  any  of  these  entities. 

A  “Fund  Affiliate”  is  defined  as  an  investment 
adviser,  promoter  or  principal  underwriter  of  a 
Fund,  or  its  respective  Master  Fund,  and  any  person 
controlling,  controlled  by  or  under  common  control 
with  any  of  these  entities. 


with  the  Purchasing  Fund  Sub-Adviser, 
and  any  investment  company  or  issuer 
that  would  be  an  investment  company 
but  for  section  3(c)(1)  or  3(c)(7)  of  the 
Act  (or  portion  of  such  investment 
company  or  issuer)  advised  or  - 
sponsored  by  the  Purchasing  Fund  Sub- 
Adviser  or  any  person  controlling, 
controlled  by  or  under  common  control 
with  the  Purchasing  Fund  Sub-Adviser. 

15.  Applicants  also  propose  a 
condition  to  ensure  that  no  Purchasing 
Fund  or  Purchasing  Fund  Affiliate  will 
cause  a  Fund  to  purchase  a  security 
from  an  Affiliated  Underwriting,  An 
“Affiliated  Underwriting”  is  an  offering 
of  securities  during  the  existence  of  an 
underwriting  or  selling  syndicate  of 
which  a  principal  underwriter  ts  an 
Underwriting  Affiliate.  An 
“Underwriting  Affiliate”  is  a  principal 
underwriter  in  any  underwriting  or 
selling  syndicate  that  is  an  officer, 
director,  member  of  an  advisory  board, 
Purchasing  Fund  Adviser,  Purchasing 
Fund  Sub-Adviser,  employee  or 
Sponsor  of  the  Purchasing  Fund,  or  a 
person  of  which  any  such  officer, 
director,' member  of  an  advisory  board, 
Purchasing  Fund  Adviser,  Purchasing 
Fund  Sub-Adviser,  employee  or 
Sponsor  is  an  affiliated  person,  except 
any  person  whose  relationship  to  the 
Fund  is  covered  by  section  10(f)  of  the 
Act  is  not  an  Underwriting  Affiliate. 

16.  Applicants  propose  several 
conditions  to  address  the  potential  for 
layering  of  fees.  Applicants  note  that  the 
board  of  directors  or  trustees  of  a 
Purchasing  Management  Company, 
including  a  majority  of  the  directors  or 
trustees  who  are  not  “interested 
persons”  within  the  meaning  of  section 
2(a)(19)  of  the  Act  (“disinterested 
directors  or  trustees”),  will  be  required 
to  find  that  the  advisory  fees  charged 
under  the  contract  are  based  on  services 
provided  that  will  be  in  addition  to, 
rather  than  duplicative  of,  services 
provided  under  the  advisory  contract  of 
any  Fund  in  which  the  Purchasing 
Management  Company  may  invest. 
Applicants  state  that  any  sales  charges 
and/or  service  fees  charged  with  respect 
to  shares  of  a  Purchasing  Fund  will  not 
exceed  the  limits  applicable  to  a  fund  of 
funds  set  forth  in  NASD  Conduct  Rule 
2830.^9 

17.  Applicants  submit  that  the 
proposed  arrangement  will  not  create  an 
overly  complex  fund  structure. 
Applicants  note  that  a  Fund  (and  its 
respective  Master  Fund)  will  be 
prohibited  from  acquiring  securities  of 


Any  references  to  NASD  Conduct  Rule  2830 
include  any  successor  or  replacement  rule  that  may 
be  adopted  by  the  Financial  Industry  Regulatory 
Authority. 
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any  investment  company  or  company 
relying  on  section  3(c)(1)  or  3(c)(7)  of 
the  Act  in  excess  of  the  limits  contained 
in  section  12(d)(1)(A)  of  the  Act,  except 
to  the  extent  that  (i)  the  Fund  (or  its 
respective  Master  Fund)  acquires 
securities  of  another  investment 
company  pursuant  to  certain  exemptive 
relief  from  the  Commission,  or  (ii)  the 
Fund  acquires  shares  of  its  respective 
Master  Fund. 

18.  To  ensure  that  a  Purchasing  Fund 
is  aware  of  the  terms  and  conditions  of 
the  requested  order,  the  Purchasing 
Fund  must  enter  into  an  agreement  with 
the  respective  Fund  (“FOF  Participation 
Agreement”).  The  FOF  Participation 
Agreement  will  include  an 
acknowledgment  from  the  Purchasing 
Fund  that  it  may  rely  on  the  order  only 
to  invest  in  the  Funds  (or  other  series  of 
the  Trusts)  and  not  in  any  other 
investment  company. 

19.  Applicants  also  are  seeking  relief 
from  sections  12(d)(1)(A)  and  (B)  of  the 
Act  to  permit  the  Funds  to  perform 
creations  and  redemptions  of  Shares  in- 
kind  in  a  master-feeder  structure. 
Applicants  assert  that  this  structure  is 
substantially  identical  to  traditional 
master-feeder  structures  permitted 
pursuant  to  the  exception  provided  in 
section  12(d)(1)(E)  of  the  Act.  Section 
12(d)(1)(E)  provides  that  the  percentage 
limitations  of  sections  12(d)(1)(A)  and 
(B)  will  not  apply  to  a  security  issued 
by  an  investment  company  (in  this  case, 
the  shares  of  the  applicable  master 
portfolio)  if,  among  other  things,  that 
security  is  the  only  investment  security 
held  by  the  Fund.  Applicants  believe 
the  proposed  master-feeder  structure 
complies  with  section  12(d)(1)(E) 
because  each  Fund  will  hold  only 
investment  securities  issued  by  its 
corresponding  Master  Fund;  however, 
the  Funds  may  receive  securities  other 
than  securities  of  its  corresponding 
Master  Fund  if  a  Fund  accepts  an  in- 
kind  creation.  To  the  extent  that  a  Fund 
may  be  deemed  to  be  holding  both 
shares  of  the  master  portfolio  and  other 
securities,  applicants  request  relief  from 
sections  12(d)(1)(A)  and  (B).  The  Funds 
would  operate  in  compliance  with  all 

•  other  provisions  of  section  12(d)(1)(E). 

Sections  17(a)(1)  and  (2)  of  the  Act 

20.  Sections  17(a)(1)  and  (2)  of  the  Act 
generally  prohibit  an  affiliated  person  of 
a  registered  investment  company,  or  an 
affiliated  person  of  such  a  person 
(“second  tier  affiliate”),  from  selling  any 
security  to  or  purchasing  any  security 
from  the  company.  Section  2(a)(3)  of  the 
Act  defines  “affiliated  person”  to 
include  any  person  directly  or  indirectly 
owning,  controlling,  or  holding  with 
power  to  vote  5%  or  more  of  the 


outstanding  voting  securities  of  the 
other  person  and  any  person  directly  or 
indirectly  controlling,  controlled  by,  or 
under  common  control  with,  the  other 
person.  Section  2(a)(9)  of  the  Act 
provides  that  a  control  relationship  will 
be  presumed  where  one  person  owns 
more  than  25%  of  another  person’s 
voting  securities.  The  Funds  may  be 
deemed  to  be  controlled  by  the  Adviser 
or  an  entity  controlling,  controlled  by  or 
under  common  control  with  the  Adviser 
and  hence  affiliated  persons  of  each 
other.  In  addition,  the  Funds  may  be 
deemed  to  be  under  common  control 
with  any  other  registered  investment 
company  (or  series  thereof)  advised  by 
the  Adviser  or  an  entity  controlling, 
controlled  by  or  under  common  control 
with  the  Adviser  (an  “Affiliated  Fund”). 

21.  Applicants  request  an  exemption 
from  section  17(a)  under  sections  6(c) 
and  17(b)  to  permit  in-kind  purchases 
and  redemptions  by  persons  that  are 
affiliated  persons  or  second  tier  .* 
affiliates  of  the  Funds  solely  by  virtue 
of  one  or  more  of  the  following:  (i) 
Holding  5%  or  more,  oi;  more  than  25%, 
of  the  Shares  of  the  Trust  or  one  or  more 
Funds;  (ii)  an  affiliation  with  a  person 
with  an  ownership  interest  described  in 
(i);  or  (iii)  holding  5%  or  more,  or  more 
than  25%,  of  the  shares  of  one  or  more 
Affiliated  Funds.  Applicants  also 
request  an  exemption  in  order  to  permit 
each  Fund  to  sell  Shares  to  and  redeem 
Shares  from,  and  engage  in  the  in-kind 
transactions  that  would  accompany 
such  sales  and  redemptions  with,  any 
Purchasing  Fund  of  which  the  Fund  is 
an  affiliated  person  or  a  second  tier 
affiliate.2o 

22.  Applicants  contend  that  no  useful 
purpose  would  be  served  by  prohibiting 
the  affiliated  persons  described  above 
from  making  in-kind  purchases  or  in- 
kind  redemptions  of  Shares  of  a  Fund  in 
Creation  Units.  The  value  of  a  Fund 
Deposit  made  by  a  purchaser  or 
Redemption  Securities  and 
corresponding  Cash  Component  given  to 
a  redeeming  investor  will  be  the  same 
regardless  of  the  investor’s  identity,  and 
will  be  valued  under  the  same  objective 
standards  applied  to  valuing  the  Fund 
Securities.  The  method  of  valuing  Fund 
Securities  held  by  a  Fund  is  the  same  as 
that  used  for  calculating  in-kind 
purchase  or  redemption  values. 
Therefore,  applicants  state  that  the  in- 
kind  purchases  and  redemptions  will 
afford  no  opportunity  for  tbe  specified 
affiliated  persons  of  a  Fund  to  effect  a 
transaction  detrimental  to  other  holders 


“  Applicants  state  that  although  they  believe  that 
a  Purchasing  Fund  generally  will  purchase  Shares 
in  the  secondary  market,  a  Purchasing  Fund  might 
seek  to  transact  in  Creation  Units  directly  with  a 
Fund. 


of  Shares.  Applicants  do  not  believe  that 
irt-kind  purchases  and  redemptions  will 
result  in  abusive  self-dealing  or 
overreaching  of  the  Fund. 

23.  Applicants  also  submit  that  the 
sale  of  Shares  to  and  redemption  of 
Shares  from  a  Purchasing  Fund  satisfies 
the  standards  for  relief  under  sections 
17(b)  and  6(c)  of  the  Act.  Any 
consideration  paid  for  the  purchase  or 
redemption  of  Shares  directly  from  a 
Fund  will  be  based  on  the  NAV  of  the 
Fund.2i  The  FOF  Participation 
Agreement  will  require  any  Purchasing 
Fund  that  purchases  Shares  directly 
from  a  Fund  to  represent  that  its 
purchases  are  permitted  under  its 
investment  restrictions  and  consistent 
with  the  investment  policies  described 
in  its  registration  statement. 

24.  To  the  extent  that  a  Fund  operates 
in  a  master-feeder  structure,  applicants 
also  request  relief  permitting  the  Funds 
to  engage  in  in-kind  creations  and 
redemptions  with  the  applicable  master 
portfolio.  Applicants  state  that  the 
customary  section  17(a)(1)  and  17(a)(2) 
relief  would  not  be  sufficient  to  permit 
such  transactions  because  the  Funds 
and  the  applicable  master  portfolio 
could  also  be  affiliated  by  virtue  of 
having  the  same  investment  adviser. 
However,  applicants  believe  that  in- 
kind  creations  and  redemptions 
between  a  Fund  and  a  master  portfolio 
advised  by  the  same  investment  adviser 
do  not  involve  “overreaching”  by  an 
affiliated  person.  Such  transactions  will 
occur  only  at  the  Fund’s  proportionate 
share  of  tbe  master  portfolio’s  net  assets, 
and  the  distributed  securities  will  be 
valued  in  the  same  manner  as  they  are 
valued  for  the  purposes  of  calculating 
the  applicable  master  portfolio’s  NAV. 
Further,  all  such  transactions  will  be 
effected  with  respect  to  pre-determined 
securities  and  on  the  same  terms  with 
respect  to  all  investors.  Finally,  such 
transactions  would  only  occur  as  a 
result  of,  and  to  effectuate,  a  creation  or 
redemption  transaction  between  the 
Fund  and  a  third-party  investor. 
Applicants  believe  that  the  terms  of  the 
proposed  transactions  are  reasonable 
and  fair  and  do  not  involve 
overreaching  on  the  part  of  any  person 
concerned  and  that  the  transactions  are 
consistent  with  the  general  purposes  of 
the  Act. 

Applicants’ Conditions: 


21  Applicants  acknowledge  that  the  receipt  of 
compensation  by  (a)  an  affiliated  person  of  a 
Purchasing  Fund,  or  an  affiliated  person  of  such 
person,  for  the  purchase  by  the  Purchasing  Fund  of 
Shares  or  (b)  an  affiliated  person  of  a  Fund,  or  an 
affiliated  person  of  such  person,  for  the  sale  by  the 
Fund  of  its  Shares  to  a  Purchasing  Fund,  may  be 
prohibited  by  section  17(e)(1)  of  the  Act.  The  FOF 
Participation  Agreement  also  will  include  this 
acknowledgment. 
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Applicants  agree  that  any  order  of  the 
Commission  granting  the  requested 
relief  will  be  subject  to  the  following 
conditions: 

ETF  Relief 

1.  As  long  as  the  Funds  operate  in 
reliance  on  the  requested  order,  the 
Shares  of  the  Funds  will  be  listed  on  a 
Stock  Exchange. 

2.  Neither  the  Trust  nor  any  Fund  will 
be  advertised  or  marketed  as  an  open- 
end  investment  company  or  a  mutual 
fund.  Any  advertising  material  that 
describes  the  purchase  or  sale  of 
Creation  Units  or  refers  to  redeemability 
will  prominently  disclose  that  the  . 

Shares  are  not  individually  redeemable 
and  that  owners  of'the  Shares  may 
acquire  those  Shares  from  the  Fund  and 
tender  those  Shares  for  redemption  to 
the  Fund  in  Creation  Units  only. 

3.  The  Web  site  for  the  Funds,  which 
is  and  will  be  publicly  accessible  at  no 
charge,  will  contain,  on  a  per  Share 
basis  for  each  Fund  the  prior  Business 
Day’s  NAV  and  the  market  closing  price 
or  Bid/ Ask  Price  of  the  Shares,  and  a 
calculation  of  the  premium  or  discount 
of  the  market  closing  price  or  Bid/Ask 
Price  of  the  Shares  against  such  NAV. 

4.  On  each  Business  Day,  before 
commencement  of  trading  in  Shares  on 
the  Stock  Exchange,  the  Fund  for  its 
respective  Master  Fund)  will  disclose  on 
its  Web  site  the  identities  and  quantities 
of  the  Fund  Securities  and  other  assets 
held  by  each  Fund  that  will  form  the 
basis  for  each  Fund’s  calculation  of 
NAV  at  the  end  of  such  Business  Day. 

5.  The  Adviser  or  Sub-Adviser, 
directly  or  indirectly,  will  not  cause  any 
Authorized  Participant  (or  any  investor 
on  whose  behalf  an  Authorized 
Participant  may  transact  with  the  Fund) 
to  acquire  any  Depogit  Security  for  the 
Fund  through  a  transaction  in  which  the 
Fund  could  not  enga^  directly. 

6.  The  requested  rmief,  other  than  the 
section  12(d)(1)  relief  and  the  section  17 
relief  related  to  a  master-feeder 
structure,  will  expire  on  the  effective 
date  of  any  Commiission  rule  under  the 
Act  that  provides  relief  permitting  the 
operation  of  actively-managed 
exchange-traded  funds. 

Fund  of  Funds  Relief 

7.  The  members  of  the  Purchasing 
Fund’s  Advisory  Group  will  not  control 
(individually  or  in  the  aggregate)  a  Fund 
(or  its  respective  Master  Fund)  within 
the  meaning  of  section  2(a)(9)  of  the  Act. 

,  The  members  of  the  Purchasing  Fund’s 
Sub-Advisory  Group  will  not  control 
(individually  or  in  the  aggregate)  a  Fund 
(or  its  respective  Master  Fund)  within 
the  meaning  of  section  2(a)(9)  of  the  Act. 
If,  as  a  result  of  a  decrease  in  the 


outstanding  voting  securities  of  a  Fund,  . 
the  Purchasing  Fund’s  Advisory  Group 
or  the  Purchasing  Fund’s  Sub-Advisory 
Group,  each  in  the  aggregate,  becomes  a 
holder  of  more  than  25  percent  of  the 
outstanding  voting  securities  of  a  Fund, 
it  will  vote  its  Shares  of  the  Fund  in  the 
same  proportion  as  the  vote  of  all  other 
holders  of  the  Fund’s  Shares.  This 
condition  does  not  apply  to  the 
Purchasing  Fund’s  Sub-Advisory  Group 
with  respect  to  a  Fund  (or  its  respective 
Master  Fund)  for  which  the  Purchasing 
Fund  Sub-Adviser  or  a  person 
controlling,  controlled  by  or  under 
common  control  with  the  Purchasing 
Fund  Sub-Adviser  acts  as  the 
investment  adviser  within  the  meaning 
of  section  2(a)(20)(A)  of  the  Act. 

8.  No  Purchasing  Fund  or  Purchasing 
Fund  Affiliate  will  cause  any  existing  or 
potential  investment  by  the  Purchasing 
Fund  in  a  Fund  to  influence  the  terms 
of  any  services  or  transactions  between 
the  Purchasing  Fund  or  a  Purchasing 
Fund  Affiliate  and  the  Fund  (or  its 
respective  Master  Fund)  or  a  Fund 
Affiliate. 

9.  The  board  of  directors  or  trustees  of 
a  Purchasing  Management  Company, 
including  a  majority  of  the  disinterested 
directors  or  trustees,  will  adopt 
procedures  reasonably  designed  to 
assure  that  the  Purchasing  Fund  Adviser 
and  any  Purchasing  Fund  Sub-Adviser 
are  conducting  the  investment  program 
of  the  Purchasing  Management 
Company  without  taking  mto  account 
any  consideration  received  by  the 
Purchasing  Management  Company  or  a 
Purchasing  Fund  Affiliate  fro'm  a  Fund 
(or  its  respective  Master  Fund)  or  a 
Fund  Affiliate  in  connection  with  any 
services  or  transactions. 

10.  Once  an  investment  by  a 
Purchasing  Fund  in  the  securities  of  a 
Fund  exceeds  the  limit  in  section 
12(d)(l)(A)(i)  of  the  Act,  the  board  of 
trustees  of  a  Fund  (“Board”)  (or  of  its 
respective  Master  Fund),  including  a 
majority  of  the  disinterested  Board 
members,  will  determine  that  any 
consideration  paid  by  the  Fund  (or  its 
respective  Master  Fund)  to  the 
Purchasing  Fund  or  a  Purchasing  Fund 
Affiliate  in  connection  with  any  services 
or  transactions:  (i)  Is  fair  and  reasonable 
in  relation  to  the  nature  and  quality  of 
the  services  and  benefits  received  by  the 
Fund  (or  its  respective  Master  Fund); 

(ii)  is  within  the  range  of  consideration 
that  the  Fund  (or  its  respective  Master 
Fund)  would  be  required  to  pay  to 
another  unaffiliated  entity  in  connection 
with  the  same  services  or  transactions; 
and  (iii)  does  not  involve  overreaching 
on  the  part  of  any  person  concerned. 
This  condition  does  not  apply  with 
respect  to  any  services  or  transactions 


between  a  Fund  (or  its  respective  Master 
Fund)  and  its  investment  adviser(s),  or 
any  person  controlling,  controlled  by  or 
under  common  control  with  such 
investment  adviser(s). 

11. 'The  Purchasing  Fund  Adviser,  or 
trustee  (“Trustee”)  or  Sponsor,  as 
applicable,  will  waive  fees  otherwise 
payable  to  it  by  the  Purchasing  Fund  in 
an  amount  at  least  equal  to  any 
compensation  (including  fees  received 
pursuant  to  any  plan  adopted  by  a  Fund 
(or  its  respective  Master  Fund)  under 
rule  12b-l  under  the  Act)  received  from 
a  Fund  (or  its  respective  Master  Fund) 
by  the  Purchasing  Fund  Adviser,  or 
Trustee  or  Sponsor,  or  an  affiliated 
person  of  the  Purchasing  Fund  Adviser, 
or  Trustee  or  Sponsor,  other  than  any 
advisory  fees  paid  to  the  Purchasing 
Fund  Adviser,  or  Trustee,  or  Sponsor,  or 
its  affiliated  person  by  the  Fund  (or  its 
respective  Master  Fund),  in  connection 
with  the  investment  by  the  Purchasing 
Fund  in  the  Fund.  Any  Purchasing 
Fund  Sub-Adviser  will  waive  fees 
otherwise  payable  to  the  Purchasing 
Fund  Sub-Adviser,  directly  or 
indirectly-,  by  the  Purchasing 
Management  Gompany  in  an  amount  at 
least  equal  to  any  compensation 
received  from  a  Fund  (or  its  respective 
Master  Fund)  by  the  Purchasing  Fund 
Sub-Adviser,  or  an  affiliated  person  of 
the  Purchasing  Fund  Sub-Adviser,  other 
than  any  advisory  fees  paid  to  the 
Purchasing  Fund  Sub-Adviser  or  its 
affiliated  person  by  the  Fund  (or  its 
respective  Master  Fund),  in  connection 
\»ith  any  investment  by  the  Purchasing 
Management  Gompany  in  the  Fund 
made  at  the  direction  of  the  Purchasing 
Fund  Sub-Adviser.  In  the  event  that  the 
Purchasing  Fund  Sub-Adviser  waives 
fees,  the  benefit  of  the  waiver  will  be 
passed  through  to  the  Purchasing 
Management  Company. 

12.  No  Purchasing  Fund  or 
Purchasing  Fund  Affiliate  (except  to  the 
extent  it  is  acting  in  its  capacity  as  an 
investment  adviser  to  a  Fund  (or  its 
respective  Master  Fund))  will  cause  a 
Fund  (or  its  respective  Master  Fund)  to 
purchase  a  security  in  an  Affiliated 
Underwriting. 

13.  The  Board  of  the  Fund  (or  of  its 
respective  Master  Fund),  including  a 
majority  of  the  disinterested  Board 
members,  will  adopt  procedures 
reasonably  designed  to  monitor  any 
purchases  of  securities  by  the  Fund  (or 
its  respective  Master  Fund)  in  an 
Affiliated  Underwriting,  once  an 
investment  by  a  Purchasing  Fund  in  the 
securities  of  the  Fund  exceeds  the  limit 
of  section  12(d)(l)(A)(i)  of  the  Act, 
including  any  purchases  made  directly  • 
from  an  Underwriting  Affiliate.  The 
Board  will  review  these  purchases 
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periodically,  but  no  less  frequently  than  . 
annually,  to  determine  whether  the 
purchases  were  influenced  by  the 
investment  by  the  Purchasing  Fund  in 
the  Fund.  The  Board  will  consider, 
among  other  things:  (i)  Whether  the 
purchases  were  consistent  with  the 
investment  objectives  and  policies  of 
the  Fund  (or  its  respective  Master 
Fund);  (ii)  how  the  performance  of 
securities  purchased  in  an  Affiliated 
Underwriting  compares  to  the 
performance  of  comparable  securities 
purchased  during  a  comparable  period 
of  time  in  underwritings  other  than 
Affiliated  Underwritings  or  to  a 
benchmark  such  as  a  comparable  market 
index:  and  (iii)  whether  the  amount  of 
securities  purchased  by  the  Fund  (or  its 
respective  Master  Fund)  in  Affiliated 
Underwritings  and  the  amount 
purchased  directly  from  an 
Underwriting  Affiliate  have  changed 
significantly  from  prior  years.  The 
Board  will  take  any  appropriate  actions 
based  on  its  review,  including,  if 
appropriate,  the  institution  of 
procedures  designed  to  assure  that 
purchases  of  securities  in  Affiliated 
Underwritings  are  in  the  best  interest  of 
shareholders. 

14.  Each  Fund  (or  its  respective 
Master  Fund)  will  maintain  and 
preserve  permanently  in  an  easily 
accessible  place  a  written  copy  of  the 
procedures  described  in  the  preceding 
condition,  and  any  modifications  to 
such  procedures,  and  will  maintain  and 
preserve  for  a  period  of  not  less  than  six 
years  from  the  end  of  the  fiscal  year  in  * 
which  any  purchase  in  an  Affiliated 
Underwriting  occurred,  the  first  two 
years  in  an  easily  accessible  place,  a 
written  record  of  each  purchase  of 
securities  in  Affiliated  Underwritings, 
once  an  investment  by  a  Purchasing 
Fund  in  the  securities  of  the  Fund 
exceeds  the  limit  of  section 
12(d)(l)(A)(i)  of  the  Act,  setting  forth 
from  whom  the  securities  were 
acquired,  the  identity  of  the 
underwriting  syndicate’s  members,  the 
terms  of  the  purchase,  and  the 
information  or  materials  upon  which 
the  BocU’d’s  determinations  were  made. 

15.  Before  investing  in  a  Fund  in 
excess  of  the  limit  in  section  ' 

12(d)(1)(A),  a  Purchasing  Fund  will 
execute  a  FOF  Participation  Agreement 
with  the  Fund  stating  that  their 
respective  boards  of  directors  or  trustees 
and  their  investment  advisers,  or  trustee 
and  Sponsor,  as  applicable,  understand 
the  terms  and  conditions  of  the  order, 
and  agree  to  fulfill  their  responsibilities 
under  the  order.  At  the  time  of  its 
investment  in  shares  of  a  Fund  in  excess 
of  the  limit  in  section  12(d)(l)(A)(i),  a 
Purchasing  Fund  will  notify  the  Fund  of 


the  investment.  At  such  time,  the 
Purchasing  Fund  will  also  transmit  to 
the  Fund  a  list  of  the  names  of  each 
Purchasing  Fund  Affiliate  and 
Underwriting  Affiliate.  The  Purchasing 
Fund  will  notify  the  Fund  of  any 
changes  to  the  list  of  the  names  as  soon 
as  reasonably  practicable  after  a  change 
occurs.  The  Fund  and  the  Purchasing 
Fund  will  maintain  and  preserve  a  copy 
of  the  order,  the  FOF  Participation 
Agreement,  and  the  list  with  any 
updated  information  for  the  duration  of 
the  investment  and  for  a  period  of  not 
less  than  six  years  thereafter,  the  first 
two  years  in  an  easily  accessible  place. 

16.  Before  approving  any  advisory 
contract  under  section  15  of  the  Act,  the 
board  of  directors  or  trustees  of  each 
Purchasing  Management  Company, 
including  a  majority  of  the  disinterested 
directors  or  trustees,  will  find  that  the 
advisory  fees  charged  under  such 
contract  are  based  on  services  provided 
that  will  be  in  addition  to,  rather  than 
duplicative  of,  the  services  provided 
under  the  advisory  c6ntract(s)  of  any 
Fund  (or  its  respective  Master  Fund)  in 
which  the  Purchasing  Management 
Company  may  invest.  These  findings 
and  their  basis  will  be  recorded  fully  in 
the  minute  books  of  the  appropriate 
Purchasing  Management  Company. 

17.  Any  sales  charges  and/or  service 
fees  charged  with  respect  to  shares  of  a 
Purchasing  Fund  will  not  exceed  the 
limits  applicable  to  a  fund  of  funds  as 
set  forth  inJvIASD  Conduct  Rule  2830. 

18.  No  Fund  (or  its  respective  Master 
Fund)  will  acquire  securities  of  any 
investment  company  or  company 
relying  on  section  3(c)(1)  or  3(c)(7)  of 
the  Act  in  excess  of  the  limits  contained 
in  section  12(d)(1)(A)  of  the  Act,  except 
to  the  extent  that  (i)  the  Fund  (or  its 
respective  Master  Fund)  acquires 
securities  of  another  investment 
company  pursuant  to  exemptive  relief 
from  the  Commission  permitting  the 
Fund  (or  its  respective  Master  Fund)  to 
acquire  securities  of  one  or  more 
investment  companies  for  short-term 
cash  management  purposes,  or  (ii)  the 
Fund  acquires  securities  of  the  Master 
Fund  pursuant  to  the  Master-Feeder 
Relief. 

For  the  Commission,  by  the  Division  of 
Investment  Management,  under  delegated 
authority. 

Florence  E.  Harmon, 

Deputy  Secretary. 

(FR  Doc.  2010-29588  Filed  11-23-10;  8:45  ami 
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Self-Regulatory  Organizations;  NYSE 
Area,  Inc.;  Order  Granting  Approval  of 
Proposed  Rule  Change  Relating  to  the 
Listing  and  Trading  of  Shares  of  the 
Peritus  High  Yield  ETF 

November  17,  2010. 

I.  Introduction 

On  September  23,  2010,  NYSE  Area, 
Inc.  (“NYSE  Area”  or  “Exchange”)  filed 
with  the  Securities  and  Exchange 
Commission  (“Commission”),  pursuant 
to  Section  19(b)(1)  ofihe  Securities 
Exchange  Act  of  1934  (“Act”)  ^  and  Rule 
19l>-4  thereunder, 2  a  p.roposed  rule 
change,  to  list  and  trade  shares  (“Shares”) 
of  the  Peritus  High  Yield  ETF  (“Fund”). 
The  proposed  rule  change  was 
published  for  comment  in  the  Federal 
Register  on  October  13,  2010.2  The 
Commission  received  no  comments  on 
(he  proposal.  This  order  grants  approval 
of  the  proposed  rule  change. 

II.  Description  of  the  Proposal 

The  Exchange  proposes  to  list  and 
trade  the  Shares  pursuant  to  NYSE  Area 
Equities  Rule  8.600,  which  governs  the 
listing  and  trading  of  Managed  Fund 
Shares.'*  The  Shares  will  be,  offered  by 
AdvisorShares  Trust  (“Trust”),  a 
statutory  trust  organized  under  the  laws 
of  the  State  of  Delaware  and  registered 
with  the  Commission  as  an  open-end 
management  investment  company.^  The 
investment  advisor  to  the  Fund  is 
AdvisorShares  Investments,  LLC 
(“Advisor”),  and  Peritus  I  Asset 
Management,  LLC  is  the  Fund’s  sub- 
advisor  (“Peritus”  or  “Sub- Advisor”).® 

'  15  U.S.C.  78s(b)(l). 

2  17CFR240.19b-4. 

3  See  Securities  Exchange  Act  Release  No.  63041 
(October  5,  2010),  75  FR  62905  (“Notice”). 

*  A  Managed  Fund  Share  is  a  security  that,  among 
other  things,  represents  an  interest  in  an  investment 
company  registered  under  the  Investment  Company 
Act  of  1940  (“1940  Act”)  organized  as  an  open-end 
investment  company  or  similar  entity  that  invests 
in  a  {mrtfolio  of  securities  selected  by  its  investment 
advisor  consistent  with  its  investment  objectives 
and  policies.  See  NYSE  Area  Equities  Rule 
8.600(c)(1). 

®Tlie  Trust  is  registered  under  the  1940  Act.  On 
May  11,  2010,  the  Trust  filed  with  the  Commission 
Post-Effective  Amendment  No.  6  to  Form  N-lA 
relating  to  the  Fund  (File  Nos.  333-157876  and 
811-22110)  (“Registration  Statement”). 

®The  Exchange  represents  that  the  Advisor  and 
Sub-Advisor  are  not  affiliated  with  a  broker-dealer. 
See  Commentary  .06  to  NYSE  Area  Equities  Rule 
8.600  (requiring  that,  if  the  investment  adviser  is 
affiliated  with  a  broker-dealer,  the  investment 
adviser  erect  a  “fire  wall”  between  the  investment 
adviser  and  the  broker-dealer  with  respect  to  access 
to  information  concerning  the  composition  and/or 
changes  to  the  portfolio). 
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The  Exchange  represents  that  the  Shares 
will  conform  to  the  initial  and  = 

continued  listing  criteria  under  NYSE 
Area  Equities  Rule  8.600  and  that,  for 
initial  and/or  continued  listing,  the 
Fund  will  be  in  compliance  with  Rule 
lOA-3  under  the  Exchange  Act,^  as 
provided  by  NYSE  Area  Equities  Rule 
5.3.  A  minimum  of  100,000  Shares  will 
be  outstanding  at  the  commencement  of 
trading  on  the  Exchange. 

The  Fund’s  investment  objective  is 
high  current  income  with  a  secoridary 
goal  of  capital  appreciation.  The  Fund, 
under  normal  circumstances,  will  invest 
at  least  80%  of  its  net  assets,  plus  any 
borrowings  for  investment  purposes,  in 
high-yield  debt  securities,  which 
include  senior  and  subordinated 
corporate  debt  obligations  (such  as 
bonds,  debentures,  notes  and 
commercial  paper).  The  Fund  does  not 
have  any  portfolio  maturity  limitation 
and  may  invest  its  assets  from  time  to 
time  primarily  in  instruments  with 
short-term,  medium-term  or  long-term 
maturities. 

In  selecting  securities  for  the  Fund’s 
portfolio,  Peritus  will  perform  its  own 
independent  investment  analysis  of 
each  issuer  to  determine  its 
creditworthiness.  Peritus  will  focus  on 
the  secondary  market,  predominantly 
investing  in  assets  at  a  discount  to  par 
($100),  allowing  for  a  potential 
opportunity  to  generate  capital  gains  in 
addition  to  curre^it  yield.  Peritus  will 
place  limited  value  on  credit  ratings  and 
instead  will  focus  on  true  cash  flow 
while  looking  to  buy  credit  at  prices  that 
it  feels  provide  a  margin  of  safety. 
Additional  factors  will  be  considered 
when  constructing  the  portfolio 
including,  but  not  limited  to,  excess 
cash  on  the  balance  sheet  and/or  a 
history  of  producing  real  free  cash  flow, 
as  well  as  a  capital  structure  that  can  be 
sustained  on  conservative  forecasts.  The 
Fund’s  portfolio  will  typically  consist  of 
40-60  holdings,”  which  will  be' 
disclosed  on  its  Web  site  [http:// 
wvm'.advisorshares.com)  daily  after  the 
close  of  trading  on  the  Exchange  and 
prior  to  the  opening  of  trading  on-  the 
Exchange  the  following  day. 

The  Fund  may  seek  investments  in 
corporate  debt  securities  representative 
of  one  or  more  high-yield  bond  or  credit 
derivative  indices,  which  may  change 
from  time  to  time.  Selection  will 
generally  be  dependent  on  independent 
credit  analysis  or  fundamental  analysis 
performed  by  the  Sub- Advisor.  The 
Fund  may  invest  in  all  grades  of 
corporate  securities,  including  those 


'17CFR240.10A-3. 

®The  Fund  represents  that  the  portfolio  will 
include  a  minimum  of  13  non-affiliated  issuers. 


below  investment  grade.®  The  Fund  will 
only  invest  in  liquid  securities  and  only 
purchase  performing  securities  and  not 
distressed  debt.^®  To  a  lesser  extent,  the 
Fund  also  may  invest  in  unrated 
securities.  The  Fund  may  invest  in  the 
securities  of  other  investment 
companies  to  the  extent  that  such  an 
investment  would  be  consistent  with 
the  requirements  of  Section  12(d)(1)  of 
the  1940  Act,  or  any  rule,  regulation  or 
order  of  the  Commission. 

To  respond  to  adverse  market, 
economic,  political  or  pther  conditions, 
the  Fund  may  invest  l'D0%  of  its  total 
assets,  without  limitation,  in  high- 
quality  short-term  debt  securities  and 
money  market  instruments.  The  Fund 
may  be  invested  in  these  instruments  for 
extended  periods,  depending  on  the 
Sub-Advisor’s  assessment  of  market 
conditions.  These  short-term  debt 
securities  and  money  market 
instruments  include  shares  of  other 
mutual  funds,  commercial  paper, 
certificates  of  deposit,  bankers’ 
acceptances,  and  U.S.  Government 
securities. 

Additional  details  regarding  the 
Shares  and  the  Fund  including,  among 
other  things,  the  organization  and 
structure  of  the  Fund,  the  investment 
objectives  and  methodologies, 
investment  risks,  dissemination  and 
availability  of  key  information  about  the 
Fund,  the  Shares,  and  the  portfolio, 
creations  and  redemptions  of  Shares, 
trading  halts,  trading  rules,  surveillance, 
and  the  Information  Bulletin  can  be 
found  in  the  Notice  and  the  Registration 
Statement,  as  applicable. 

III.  Discussion  and  Commission’s 
Findings 

After  careful  consideration,  the 
Commission  finds  that  the  proposed 
rule  change  isYonsistent  with  the 
requirements  of  the  Act  and  the  rules 
and  regulations  thereunder  applicable  to 
a  national  securities  exchange. jn 
particular,  the  Commission  finds  that 
the  proposed  rule  change  is  consistent 
with  the  requirements  of  Section  6(b)(5) 
of  the  Acf,^3  which  requires,  among 
other  things,  that  the  Exchange’s  rules 
be  designed  to  promote  just  and 


®The  Fund  has  represented  that  it  will  invest 
only  in  U.S. -registered  bonds  that  are  listed  or 
traded  in  the  United  States.  However,  certain  of  the 
Fund’s  debt  holdings  may  be  issued  by  corporations 
domiciled  outside  the  United  States. 

Distressed  debt  is  debt  that  is  currently  in 
default  and  is  not  expected  to  pay  the  current 
coupon. 

**  See  supra  notes  3  and  5. 

In  approving  this  proposed  rule  change,  the 
Commission  notes  that  it  has  considered  the 
proposed  rule’s  impact  on  efficiency,  competition, 
and  capital  formation.  See  15  U.S.C.  78c(f). 

13 15  U.S.C.  78f{b)(5). 


equitable  principles  of  trade,  to  foster 
cooperation  and  coordination  with 
persons  engaged  in  facilitating 
transactions  in  securities,  to  remove 
impediments  to,  and  perfect  the 
mechanism  of,  a  free  and  open  market 
and  a  national  market  system,  and,  in  . 
general,  to  protect  investors  and  the 
public  interest. 

The  Commission  finds  that  the 
proposal  to  list  and  trade  the  Shares  on 
the  Exchange  is  consistent  with  Section 
llA(a)(l)(C)(iii)  of  the  Act,!**  which  sets 
forth  Congress’  finding  that  it  is  in  the 
public  interest  and  appropriate  for  the 
protection  of  investors  and  the 
maintenance  of  fair  and  orderly  markets 
to  assure  the  availability  to  brokers, 
dealers,  and  investors  of  information 
with  respect  to  quotations  for  and 
transactions  in  securilies.  Quotation  and 
last-sale  information  for  the  Shares  will 
be  disseminated  through  the  facilities  of 
the  Consolidated  Tape  Association.  In 
addition,  the  Portfolio  Indicative  Value 
(“PIV”)  will  be  disseminated  at  least 
every  1 5  seconds  during  the  Core 
Trading  Session  by  one  or  more  major 
market  data  vendors.  On  each  business 
day  before  commencement  of  trading  in 
Shares  in  the  Core  Trading  Session  on 
the  Exchange,  the  Fund  will  disclose  on 
its  Web  site  the  Disclosed  Portfolio,  as 
defined  in  NYSE  Area  Equities  Rule 
8.600(c)(2),  that  will  form  the  basis  for 
the  Fund’s  calculation  of  net  asset  value 
(“NAV”)  at  the  end  of  the  business 
day.^”  In  addition,  information 
regarding  market  price  and  trading 
volume  of  the  Shares  is  and  will  be 
continually  available  on  a  real-time 
basis  throughout  the  day  on  brokers’ 
computer  screens  and  other  electronic 
services,  and  the  previous  day’s  closing 
price  and  trading  volume  information 
will  be  published  daily  in  the  financial 
section  of  newspapers.  The  Fund  will 
also  make  available  on  its  Web  site  daily 
trading  volume  of  the  Shares,  closing 
prices  of  the  Shares,  NAV,  and  other 
related  quantitative  and  trading 
information.  A  basket  composition  file, 
which  includes  the  security  names  and 
share  quantities  required  to  be  delivered 
in  exchange  for  Fund  shares,  together 
with  estimates  and  actual  cash 
.  components,  will  be  publicly 
disseminated  daily  prior  to  the  opening 
of  the  New  York  Stock  Exchange 
(“NYSE”)  via  the  National  Securities 


•“IS  U.S.C.  78k-l{a)(l)(C)(iii). 

’5  On  a  daily  basis,  the  Advisor  will  disclose  for 
each  portfolio  security  or  other  financial  instrument 
of  the  Fund  the  following  information:  Ticker 
symbol  (if  applicable),  name  of  security  or  financial  ‘ 
instrument,  number  of  shares  or  dollar  value  of 
financial  instruments  held  in  the  portfolio,  and 
percentage  weighting  of  the  security  or  financial 
instrument  in  the  portfolio. 
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Clearing  Corporation.  The  basket 
represents  one  Creation  Unit  of  the 
Fund.  The  NAV  of  the  Fund  will 
normally  be  determined  as  of  the  close 
of  the  regular  trading  session  on  the 
NYSE  (ordinarily  4  p.m.  Eastern  Time) 
on  each  business  day. 

The  Commission  further  believes  that 
the  proposal  to  list  and  trade  the  Shares 
is  reasonably  designed  to  promote  fair 
disclosure  of  information  that  may  be 
necessary  to  price  the  Shares 
appropriately  and  to  prevent  trading 
when  a  reasonable  degree  of 
transparency  cannot  be  assured.  The 
Commission  notes  that  the  Exchange 
will  obtain  a  representation  from  the 
issuer  of  the  Shares  that  the  NAV  and 
the  Disclosed  Portfolio  will  be  made 
available  to  all  market  participants  at 
the  same  time.^®  The  Exchange  may  halt 
trading  in  the  Shares  if  the  value  of  the 
Portfolio  Indicative  Value  is  no  longer 
calculated  or  available  or  the  Disclosed 
Portfolio  is  not  made  available  to  all 
market  participants  at  the  same  time.'^ 

In  addition,  NYSE  Area  Equities  Rule 
8.600(d)(2)(B){ii)  requires  that  the 
Reporting  Authority  that  provides  the 
Disclosed  Portfolio  implement  and 
maintain,  or  be  subject  to,  procedures 
designed  to  prevent  the  use  and 
dissemination  of  material  non-public 
information  regarding  the  actual 
components  of  the  portfolio.  Lastly,  the 
Commission  notes  that  the  Exchange 
will  halt  trading  in  the  Shares  under  the 
specific  circumstances  set  forth  in  NYSE 
Area  Equities  Rule  8.600(d)(2)(D)  and 
that,  if  there  is  an  additional  Fund  sub¬ 
advisor  that  Is  affiliated  with  a  broker- 
dealer,  that  sub-advisor  must  erect  a  fire 
wall  between  it  and  such  broker-dealer 
with  respect  to  access  to  information 
concerning  the  composition  and/or 
changes  to  the  investment  portfolio  of 
the  Fund.^" 

The  Exchange  has  represented  that 
the  Shares  are  deemed  to  be  equity 
securities,  thus  rendering  trading  in  the 


'®See  NYSE  Area  Equities  Rule  8.600(d)(1)(B) 
(also  requiring  that  the  Exchange  obtain  a 
representation  from  the  issuer  that  the  NAV  per 
Share  will  be  calculated  daily). 

>^See  NYSE  .Area  Equities  Rule  8.600(d)(2)(C)(ii). 
With  respect  to  trading  halts,  the  Exchange  may 
consider  other  relevant  factors  in  exercising  its 
discretion  to  halt  or  suspend  trading  in  the  Shares. 
Trading  on  the  Exchange  in  the  Shares  may  be 
halted  because  of  market  conditions  or  for  reasons 
that,  in  the  view  of  the  Exchange,  make  trading  in 
the  .Shares  inadvisable.  These  may  include:  (1)  The 
extent  to  which  trading  is  not  occurring  in  the 
securities  comprising  the  Disclosed  Portfolio 
and/or  tlie  Hnancial  instruments  of  the  Fund;  or  (2) 
whether  other  unusual  conditions  or  circumstances 
detrimental  to  the  maintenance  of  a  fair  and  orderly 
market  tire  present. 

’*The  Gimmission  notes  that  the  Exchange  has 
represented  that  neither  the  Fund’s  Advisor  nor 
Sub-Advisor  is  affiliated  with  a  broker-dealer.  See 
supra  note  6. 


Shares  subject  to  the  Exchange’s 
existing  rules  governing  the  trading  of 
equity  securities.  In  support  of  this 
proposal,  the  Exchange  has  made 
representations,  including: 

(1)  The  Shares  will  conform  to  the 
initial  and  continued  listing  criteria 
under  NYSE  Area  Equities  Rule  8.600. 

(2)  The  Exchange  has  appropriate 
rules  to  facilitate  transactions  in  the 
Shares  during  all  trading  sessions. 

(3)  The  Exchange’s  surveillance 
procedures  are  adequate  to  properly 
monitor  Exchanga  trading  of  the  Shares 
in  all  trading  sessions  and  to  deter  and 
detect  violations  of  Exchange  rules  and 
applicable  federal  securities  laws. 

(4)  Prior  to  the  commencement  of 
trading,  the  Exchange  will  inform  its 
ETP  Holders  in  an  Information  Bulletin 
of  the  special  characteristics  and  risks 
associated  with  trading  the  Shares. 
Specifically,  the  Information  Bulletin 
will  discuss  the  following:  (a)  The 
procedures  for  purchases  and 
redemptions  of  Shares  in  Creation  Unit 
aggregations  (including  noting  that 
Shares  are  not  individually  redeemable); 
(b)  NYSE  Area  Equities  Rule  9.2(a), 
which  imposes  a  duty  of  due  diligence 
on  its  ETP  Holders  to  learn  the  essential 
facts  relating  to  every  customer  pjrior  to 
trading  the  Shares:  (c)  the  risks  involved 
in  trading  the  Shares  during  the 
Opening  and  Late  Trading  Sessions 
when  an  updated  PIV  will  not  be 
calculated  or  publicly  disseminated;  (d) 
how  information  regarding  the  PIV  is 
disseminated;  (e)  the  requirement  that 
ETP  Holders  deliver  a  prospectus  to 
investors  purchasing  newly  issued 
Shares  prior  to  or  concurrently  with  the 
confirmation  of  a  transaction;  and  (f) 
trading  information. 

(5)  A  minimum  of  100,000  Shares  will 
be  outstanding  at  the  commencement  of 
trading  on  the  Exchange. 

(6)  For  initial  and  continued  listing, 
the  Shares  must  comply  with  Rule 
lOA-3  under  the  Act.’^ 

This  approval  order  is  based  on  the 
Exchange’s  representations. 

For  the  foregoing  reasons,  the 
Commission  finds  that  the  proposed 
rule  change  is  consistent  with  Section 
6(b)(5)  of  the  Act  and  the  rules  and 
regulations  thereunder  applicable  to  a 
national  securities  exchange. 

IV.  Conclusion 

It  is  therefore  ordered,  pursuant  to 
Section  i9(b)(2)  of  the  Act,2i  that  the 
proposed  rule  change  (SR-NYSEArca- 
2010—86),  be,  and  it  hereby  is,  approved. 


’9  17  CFR  240.10A-3. 
20  15  U.S.C.  78f(b)(5). 
2’  15  U.S.G.  78s(b)(2). 


- - - - - _  j 

For  the  Commission,  by  the  Division  of  I 

Trading  and  Markets,  pursuant  to  delegated 

authority.^2  | 

Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  2010-29560  Filed  11-23-10;  8:45  am] 
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Proposed  Rule  Change  Relating  to 
Exchange-Traded  Notes 

November  17,  2010. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”)  and  Rule  19b-4  ^  thereunder, 
notice  is  hereby  given  that  on  November 
15,  2010  The  NASDAQ  Stock  Market 
LLC  (“NASDAQ”  or  “Exchange”)  filed 
with  the  Securities  and  Exchange 
Commission  (“SEC”  or  “Commission”) 
the  proposed  rule  change  as  described 
in  Items  I  and  II  below,  which  Items 
have  been  prepared  by  the  NASDAQ. 
The  Commission  is  publishing  this 
notice  to  solicit  comments  on  the 
proposed  rule  change  from  interested 
persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  NASDAQ  Stock  Market  LLC 
proposes  to  amend  Chapter  IV,  Section  • 
3,  titled  Criteria  for  Underlying 
Securities,  to;  (a)  Permit  trading  options 
on  leveraged  (multiple  or  inverse) 
exchange-traded  notes,  and  (b)  broaden 
the  definition  of  “Futures-Linked 
Securities.” 

The  text  of  the  proposed  rule  change 
is  available  on  the  Exchange’s  Web  site 
at  http:// 

ww'w. nasdaq.cchwaUstreet.com,  at  the 
principal  office  of  the  Exchange,  and  at 
the  Commission’s  Public  Reference 
Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 
concerning  the  purpose  of  and  basis  for 
the  proposed  rule  change.  The  text  of 
these  statements  may  be  examined  at 


22  17  CFR  200.30-3(a)(12). 
’  15  U.S.C.  78s(b)(l). 

2  17CFR240.19t)-4. 
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the  places  specified  in  Item  IV  below. 

The  Exchange  has  prepared  summaries, 
set  forth  in  sections  A,  B,  and  C  below, 
of  the  most  significant  aspects  of  such 
statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

The  purpose  of  the  proposed  rule 
change  is  to  amend  Chapter  IV,  Section 
3(1),  titled  Index-Linked  Securities,  to: 

(a)  Permit  trading  options  on  leveraged 
(multiple  or  inverse)  exchange-traded 
notes  (“ETNs”),  and  (b)  broaden  the 
definition  of  “Futures-Linked 
Securities.”  ETNs  are  also  known  as 
“Index-Linked  Securities,”  which  are 
designed  for  investors  who  desire  to 
participate  in  a  specific  market  segment 
by  providing  exposure  to  one  or  more 
identifiable  underlying  securities, 
commodities,  currencies,  derivative 
instruments  or  market  indexes  of  the 
foregoing.  Index-  Linked  Securities  are 
the  non-convertible  debt  of  an  issuer 
that  have  a  term  of  at  least  one  (1)  year 
but  not  greater  than  thirty  (30)  years. 
Despite  the  fact  that  Index-Linked 
Securities  are  linked  to  an  underlying 
index,  each  trade  as  a  single,  exchange- 
listed  security.  Accordingly,  rules 
pertaining  to  the  listing  and  trading  of 
standard  equity  options  apply  to  Index- 
Linked  Securities. 

Leveraged  ETN  Options 

The  Exchange  proposes  to  amend 
Chapter  IV,  Section  3(1)  to  permit  the 
listing  of  options  on  leveraged  (multiple 
or  inverse)  ETNs.  Multiple  leveraged 
ETNs  seek  to  provide  investment  results 
that  correspond  to  a  specified  multiple 
of  the  percentage  performance  on  a 
given  day  of  a  particular  Reference 
Asset.  Inverse  leveraged  ETNs  seek  to 
provide  investment  results  that 
correspond  to  the  inverse  (opposite)  of 
the  percentage  performance  on  a  given 
day  of  a  particular  Reference  Asset  by  a 
specified  multiple.  Multiple  leveraged 
ETNs  and  inverse  leveraged  ETNs  differ 
from  traditional  ETNs  in  that  they  do 
not  merely  correspond  to  the 
performance  of  a  given  Reference  Asset, 
hut  rather  attempt  to  match  a  multiple 
or  inverse  of  a  Reference  Asset’s 
performance. 

The  Barclays  Long  B  Leveraged  S&P 
500  TR  ETN  (“BXUB”),  the  Barclays 
Long  C  Leveraged  S&P  500  TR  ETN 
(“BXUC”)  and  the  UBS  AG  2x  Monthly 
Leveraged  Long  Exchange  Traded 
Access  Securities  (“E-TRACS”)  linked 
to  the  Alerian  MLP  Infrastructure  Index 
due  July  9,  2040  (“MLPL”)  currently 


trade  on  the  NYSE  Area  Stock  Exchange 
and  are  examples  of  multiple  leveraged 
ETNs.  In  addition,  the  Barclays  ETN  + 
Inverse  S&P  500  VIX  Short-Term 
Futures  ETN  (“XXV”)  currently  trades 
on  the  NYSE  Area  Stock  Exchange  and 
is  an  example  of  an  inverse  leveraged 
ETN.  The  NYSE  Area  Stock  Exchange 
also  lists  several  other  inverse  leveraged 
ETNs  for  trading.3 

Currently,  Chapter  IV,  Section  3(1) 
provides  that  securities  deemed 
appropriate  for  options  trading  shall 
include  shares  or  other  securities 
(“Equity  Index-Linked  Securities,” 
“Commodity-Linked  Securities,” 
“Currency-Linked  Securities,”  “Fixed 
Income  Index-Linked  Securities,” 
“Futures-Linked  Securities,”  and 
“Multifactor  Index-Linked  Securities,” 
collectively  known  as  “Index-Linked 
Securities”)  that  are  principally  traded 
on  a  national  securities  exchange  and  an 
“NMS  Stock”  (as  defined  in  Rule  600  of 
Regulation  NMS  under  the  Securities 
Exchange  Act  of  1934),  and  represent 
ownership  of  a  security  that  provides  for 
the  payment  at  maturity,  as  described 
below: 

•  Equity  Index-Linked  Securities  cU’e 
securities  that  provide  for  the  payment 
at  maturity  of  a  cash  amount  based  on 
the  performance  of  an  underlying  index 
or  indexes  of  equity  securities  (“Equity 
Reference  Asset”); 

•  Commodity-Linked  Securities  are 
securities  that  provide  for  the  payment 
at  maturity  of  a  cash  amount  based  on 
the  performance  of  one  or  more  physical 
commodities  or  commodity  futures, 
options  on  commodities,  or  other 
commodity  derivatives  or  Commodity- 
Based  Trust  Shares  or  a  basket  or  index 
of  any  of  the  foregoing  (“Commodity 
Reference  Asset”); 

•  Currency-Linked  Securities  are 
securities  that  provide  for  the  payment 
at  maturity  of  a  cash  amount  based  on 
the  performance  of  one  or  more 
currencies,  or  options  on  currencies  or 
currency  futures  or  other  currency 
derivatives  or  Currency  Trust  Shares  (as 
defined  in  Section  3(i)),  or  a  basket  or 
index  of  any  of  the  foregoing  (“Currency 
Reference  Asset”); 

•  Fixed  Income  Index-Linked 
Securities  are  securities  that  provide  for 
the  payment  at  maturity  of  a  cash 
amount  based  on  the  performance  of 
one  or  more  notes,  bonds,  debentures  or 
evidence  of  indebtedness  that  include, 
but  are  not  limited  to,  U.S.  Department 
of  Treasury  securities  (“Treasury 
Securities”),  government  sponsored 


^  These  ETNs  include:  The  Barclays  Short  B 
Leveraged  Inverse  S&P  500  TR  ETN  (“BXDB”),.the 
Barclays  Short  C  Leveraged  Inverse  S&P  500  TR 
ETN  (“BXDC”)  and  the  Barclays  Short  D  Leveraged 
Inverse  S&P  500  TR  ETN  (“BXDD”). 


entity  securities  (“GSE  Securities”), 
municipal  securities,  trust  preferred 
securities,  supranational  debt  and  debt 
of  a  foreign  country  or  a  subdivision 
thereof  or  a  basket  or  index  of  any  of  the 
foregoing  (“Fixed  Income  Reference 
Asset”); 

•  Futures-Linked  Securities  are 
securities  that  provide  for  the  payment 
at  maturity  of  a  cash  amount  based  on 
the  performance  of  an  index  of  (a) 
futures  on  Treasury  Securities,  GSE 
Securities,  supranational  debt  and  debt 
of  a  foreign  country  or  a  subdivision 
thereof,  or  options  or  other  derivatives 
on  any  of  the  foregoing;  or  (b)  interest 
rate  futures  or  options  or  derivatives  on 
the  foregoing  in  this  subparagraph  (b) 
(“Futures  Reference  Asset”);  and 

•  Multifactor  Index-Linked  Securities 
are  securities  that  provide  for  the 
payment  at  maturity  of  a  cash  amount 
based  on  the  performance  of  any 
combination  of  two  or  more  Equity 
Reference  Assets,  Commodity  Reference 
Assets,  Currency  Reference  Assets, 

Fixed  Income  Reference  Assets,  or 
Futures  Reference  Assets  (“Multifactor 
Reference  Asset”). 

For  purposes  of  Chapter  IV,  Section 
3(1),  Equity  Reference  Assets, 

Commodity  Reference  Assets,  Currency 
Reference  Assets,  Fixed  Income 
Reference  Assets,  Futures  Reference 
Assets  together  with  Multifactor 
Reference  Assets,  collectively  are 
referred  to  as  “Reference  Assets.” 

In  addition,  Index-Linked  Securities 
must  meet  the  criteria  and  guidelines  for 
underlying  securities  set  forth  in 
Chapter  IV,  Section  3(b);  or  (ii)  the 
Index-Linked  Securities  must  be 
redeemable  at  the  option  of  the  holder 
at  least  on  a  weekly  basis  through  the 
issuer  at  a  price  related  to  the  applicable 
underlying  Reference  Asset.  In  addition, 
the  issuing  company  is  obligated  to 
issue  or  repurchase  the  securities  in 
aggregation  units  for  cash,  or  cash 
equivalents,  satisfactory  to  the  issuer  of 
Index-Linked  Securities  which  underlie 
the  option  as  described  in  the  Index- 
Linked  Securities  prospectus. 

The  Exchange  proposes  to  amend 
Chapter  IV,  Section  3(1)  to  expand  the 
type  of  Index-Linked  Securities  that 
may  underlie  options  to  include 
leveraged  (multiple  or  inverse)  ETNs.  To 
affect  this  change,  the  Exchange 
proposes  to  amend  Chapter  IV,  Section 
3(1)  at  subparagraph  (i)  by  adding  the 
phrase,  “or  the  leveraged  (multiple  or 
inverse)  performance”  to  each  of  the 
subparagraphs  ((1)  through  (6))  in  that 
section  which  set  forth  the  different 
eligible  Reference  Assets. 

The  Exchange’s  current  continuing 
listing  standards  for  ETN  options  will 
continue  to  apply.  Specifically,  under 
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Chapter  IV,  Section  4(k).  ETN  options 
shall  not  be  deemed  to  meet  the 
Exchange’s  requirements  for  continued 
approval,  and  the  Exchange  shall  not 
open  for  trading  any  additional  series  or 
option  contracts  of  the  class  covering 
such  Securities  whenever  the 
underlying  Securities  are  delisted  and 
trading  in  the  Securities  is  suspended 
on  a  national  securities  exchange,  or  the 
Securities  are  no  longer  an  “NMS  Stock” 
(as  defined  in  Rule  600  of  Regulation 
NMS  under  the  Securities  Exchange  Act 
of  1934).  In  addition,  the  Exchange  shall 
consider  the  suspension  of  opening 
transactions  in  any  series  of  options  of 
the  class  covering  Index-Linked 
Securities  in  any  of  the  following 
circumstances:  (1)  The  underlying 
Index-Linked  Security  fails  to  comply 
with  the  terms  of  Chapter  IV,  Section 
3(1),  (2)  in  accordance  with  the  terms  of 
Chapter  IV,  Section  4(b),  in  the  case  of 
options  covering  Index-Linked 
Securities  when  such  options  were 
approved  pursuant  to  Chapter  IV, 

Section  3(1),  except  that,  in  the  case  of 
options  covering  Index-Linked 
Securities  approved  pursuant  to  Chapter 
IV,  Section  3(l)(iii)(2)  that  are 
redeemable  at  the  option  of  the  holder 
at  least  on  a  weekly  basis,  then  option 
.  contracts  of  the  class  covering  such 
Securities  may  only  continue  to  be  open 
for  trading  as  long  as  the  Securities  are 
listed  on  a  national  securities  exchange 
and  are  “NMS”  stock  as  defined  in  Rule 
600  of  Regulation  NMS;  (3)  in  the  case 
of  any  Index-Linked  Security  trading 
pursuant  to  Chapter  IV,  Section  3(1),  the 
value  of  the  Reference  Asset  is  no  longer 
calculated;  or  (4)  such  other  event  shall 
occur  or  condition  exist  that  in  the 
opinion  of  the  Exchange  makes  further 
dealing  in  such  options  on  the  Exchange 
inadvisable.  Expanding  the  eligible 
types  of  ETNs  for  options  trading  under 
Chapter  IV,  Section  3(1)  will  not  have 
any  effect  on  the  rules  pertaining  to 
position  and  exercise  limits  or 
margin.^  - 

This  proposal  is  necessary  to  enable 
the  Exchange  to  list  and  trade  options 
on  shares  of  the  BXUB,  BXUC,  XXV, 
BXDB,  BXDC,  BXDD  and  the  MLPL.  The 
Exchange  believes  the  ability  to  trade 
options  on  leveraged  (multiple  or 
inverse)  ETNs  will  provide  investors 
with  greater  risk  management  tools.  The 
proposed  amendment  to  the  Exchange’s 
listing  criteria  for  options  on  ETNs  is 
necessary  to  ensure  that  the  Exchange 
will  be  able  to  list  options  on  the  above 
listed  leveraged  (multiple  and  inverse) 


■*  See  Chapter  XIV,  Sections  5  and  7,  Position 
Limits,  and  Section  9,  Exercise  Limits. 

s  See  Chapter  XIII  concerning  Margin 
Requirements. 


ETNs  as  well  as  other  leveraged 
(multiple  and  inverse)  ETNs  that  may  be 
introduced  in  the  future,  "  i  <<;c 

The  Exchange  represents  that  its 
existing  surveillance  procedures 
applicable  to  trading  in  options  are 
adequate  to  properly  monitor  the 
trading  in  leveraged  (multiple  and 
inverse)  ETN  options. 

It  is  expected  that  The  Options 
Clearing  Corporation  will  seek  to  revise 
the  Options  Disclosure  Document 
(“ODD”)  to  accommodate  the  listing  and 
trading  of  leveraged  (multiple  and 
inverse)  ETN  options. 

Broaden  the  Definition  of  “Futures- 
Linked  Securities” 

The  second  change  being  proposed  by 
this  filing  is  to  amend  the  definition  of 
“Futures-Linked  Securities”  set  forth  in 
Chapter  IV,  Section  30(i)(5).  Currently, 
the  definition  of  “Futures-Linked 
Securities”  is  limited  to  securities  that 
provide  for  the  payment  at  maturity  of 
a  cash  amount  based  on  the 
performance  of  an  index  of  (a)  futures 
on  Treasury  Securities,-  GSE  Securities, 
supranational  debt  and  debt  of  a  foreign 
country  or  a  subdivision  thereof,  or 
options  or  other  derivatives  on  any  of 
'the  foregoing;  or  (b)  interest  rate  futures 
or  options  or  derivatives  on  the 
foregoing  in  this  subparagraph  (b). 

Chapter  IV,  Section  3(1)  sets  forth 
generic  listing  criteria  for  securities  that 
may  serve  as  underlyings  for  listed 
options  trading.  The  Exchange  believes 
that  the  current  definition  of  “Futures- 
Linked  Securities”  is  unnecessarily 
restrictive  and  requires  the  Exchange  to 
submit  a  filing  to  amend  the  definition 
each  time  a  new  ETN  is  issued  that 
tracks  the  performance  of  an  index  of 
futures/options  on  futures  that  is  not 
enumerated  in  the  existing  rule.  To 
address  this  issue,  the  Exchange  is 
proposing  to  revise  the  definition  of 
“Futures-Linked  Securities”  to  provide 
that  they  are  securities  that  for  the 
payment  at  maturity  of  a  cash  amount 
based  on  the  performance  or  the 
leveraged  (multiple  or  inverse) 
performance  of  an  index  or  indexes  of 
futures  contracts  or  options  or 
derivatives  on  futures  contracts 
(“Futures  Reference  Asset”).  The 
Exchange  notes  that  all  ETNs  eligible  for 
options  trading  must  be  principally 
traded  on  a  national  securities  exchange 
and  must  be  an  “NMS  Stock.”  As  a 
result,  the  Exchange  believes  that 
broadening  the  definition  of  “Futures- 
Linked  Securities”  by  no  longer 
specifically  listing  the  types  of  futures 
and  options  on  futures  contracts  that 
may  be  tracked  by  an  ETN  is 
appropriate. 


2.  Statutory  Basis 

The  Exchange  believes  that  its 
proposal  is  consistent  with  Section  6(b) 
of  the  Acf^  in  general,  and  furthers  the 
objectives  of  Section  6(b)(5)  of  the  Act^ 
in  particular,  in  that  it  is  designed  to 
prevent  fraudulent  and  manipulative 
acts  and  practices,  to  promote  just  and 
equitable  principles  of  trade,  to  foster 
cooperation  and  coordination  with 
persons  engaged  in  facilitating 
transactions  in  securities,  and  to  remove 
impediments  to  and  perfect  the 
mechanisms  of  a  free  and  open  market 
and  a  national  market  system,  and,  in 
general,  to  protect  investors  and  the 
public  interest.  The  Exchange  believes 
that  the  proposed  rules  applicabl^to 
trading  pursuant  to  generic  listing  and  , 
trading  criteria  serve  to  foster  investor 
protection. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants  or  Others 

No  written  comments  were  either 
solicited  or  received. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  foregoing  proposed  rule 
change:  (1)  Does  pot  significantly  affect 
the  protection  of  investors  or  the  public 
interest;  (2)  does  not  impose  any 
significant  burden  on  competition;  and 
(3)  by  its  terms  does  not  become 
operative  for  30  days  after  the  date  of 
this  filing,  or  such  shorter  time  as  the 
Commission  may  designate  if  consistent 
with  the  protection  of  investors  and  the 
public  interest,  the  proposed  rule 
change  has  become  effective  pursuant  to 
Section  19(b)(3)(A)  of  the  Act®  and  Rule 
19b-4(f)(6)  thereunder.^ 

A  proposed  rule  change  filed  under 
Rule  19b— 4(f)(6)  normally  does  not 
become  operative  for  30  days  after  the 
date  of  filing.  However,  Rule  19b- 


OISU.S.C.  78f(b) 

7 15  U.S.C.  78f(b)(5). 

«15U.S.C.  78srb)(3)(A). 

®17  CFR  240.19b— 4(f)(6).  In  addition,  Rule  19b- 
4(f)(b)(iii)  requires  a  self-regulatory  organization  to 
provide  the  Commission  with  written  notice  of  its 
intent  to  file  the  proposed  rule  change,  along  with 
a  brief  description  and  text  of  the  proposed  rule 
change,  at  least  five  business  days  prior  to  the  date 
of  niing  of  the  proposed  rule  change,  or  such 
shorter  time  as  designated  by  the  Commission.  The 
Exchange  has  fulfilled  this  requirement. 


Federal  Register/ Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Notices 


71765 


4(f)(6)(iii)  permits  the  Commission  to 
designate  a  shorter  time  if  such  action 
is  consistent  with  the  protection  of 
investors  and  the  public  interest.  The 
Exchange  requests  that  the’Commission 
waive  the  30-day  operative  delay  so  that 
the  Exchange  can  list  and  trade  options 
on  leveraged  (multiple  or  inverse)  ETNs 
and  implement  the  amended  definition 
of  “Futures-Linked  Securities” 
immediately.  The  Commission  believes 
that  waiving  the  30-day  operative  delay 
is  consistent  with  the  protection  of 
investors  and  the  public  interest. The 
Commission  notes  the  proposal  is 
substantively  identical  to  a  proposal 
that  was  recently  approved  by  the 
Commission,  and  does  not  raise  any 
new  regulatory  issues. For  these 
reasons,  the  Commission  designates  the 
proposed  rule  change  as  operative  upon 
filing. 

At  any  time  within  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  summarily  may 
temporarily  suspend  such  rule  change  if 
it  appears  to  the  Commission  that  such 
action  is  necessary  or  appropriate  in  the 
public  interest,  for  the  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
"submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  [http://www.sec.gov/ 
rules/ sro.shtml)-,  or 

•  Send  an  e-maij  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NASDAQ-2010-148  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NASDAQ-2010-148.  This 
file  number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 


’“For  purposes  only  of  waiving  the  30-day 
operative  delay,  the  Commission  has  also 
considered  the  proposed  rule’s  impact  on 
efficiency,  competition,  and  capital  formation.  See 
15  U.S.C.  78c(f). 

”  See  Securities  Exchange  Act  Release  No.  63202 
(October  28,  2010),  75  FR  67794  (November  3,  2010) 
(SR-CBOE-2010-080). 


comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.SjC.  552,  will  be 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room,  100  F  Street,  NE., 
Washington,  DC  20549,  on  official 
business  days  between  the  hours  of 
10  a.m.  and  3  p.m.  Copies  of  the  filing 
also  will  be  available  for  inspection  and 
copying  at  the  principal  office  of  the 
Exchange. ^2  comrhents  received  will 
be  posted  without  change;  the 
Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR- 
NASDAQ-2010-148  and  should  be 
submitted  on  or  before  December  15, 
2010. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority. ’3 
Florence  E.  Harmon, 

.  Deputy  Secretary. 

[FR  Doc.  2010-29561  Filed  11-23-10;  8:45  am] 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-63334;  File  No.  SR-Phlx- 
2010-159] 

Self-Regulatory  Organizations; 
NASDAQ  OMX  PHLX  LLC;  Notice  of 
Filing  and  Immediate  Effectiveness  of 
Proposed  Rule  Change  Relating  to 
Exchange-Traded  Notes 

November  17,  2010. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”),^  and  Rule  19b-4  2  thereunder, 
notice  is  hereby  given  that  on  November 
15,  2010,  NASDAQ  OMX  PHLX  LLC 
(“Phlx”  or  “Exchange”)  filed  with  the 


’2  The  text  of  the  proposed  rule  change  is 
available  on  the  Commission’s  Web  site  at 
www.sec.gov. 

17  CFR  200.30-3(a)(12). 

’  15  U.S.C.  78s(b)(l). 

2 17  CFR  240.19b-^. 


Securities  and  Exchange  Commission 
(“SEC”  or  “Commission”)  the  proposed 
rule  change  as  described  in  Items  I  and 
II  below,  which  Items  have  been 
prepared  by  the  Exchange.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  amend 
Exchange  Rule  1009,  titled  Criteria  for 
Underlying  Securities,  at  Commentary 
.09  to:  (a)  Permit  trading  options  on 
leveraged  (multiple  or  inverse) 
exchange-traded  notes,  and  (b)  broaden 
the  definition  of  “Futures-Linked 
Securities.” 

The  text  of  the  proposed  rule  change 
is  available  on  the  Exchange’s  Web  site 
at  http://www.nasdaqtrader.com/ 
micro. aspx?id=PHLXRule filings,  at  the 
principal  office  of  the  Exchange,  and  at 
the  Commission’s  Public  Reference 
Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 
concerning  the  purpose  of  and  basis  for 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 
proposed  rule  change.  The  text  of  these 
statements  may  be  examined  at  the 
places  specified  in  Item  IV  below.  The 
Exchange  has  prepared  summaries,  set 
forth  in  sections  A,  B,  and  C  below,  of 
the  most  significant  aspects  of  such 
statements. 

A.  Self-Regulatory'  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

The  purpose  of  the  proposed  rule 
change  is  to  amend  Exchange  Rule  1009 
at  Commentary  .09  to:  (a)  permit  trading 
options  on  leveraged  (multiple  or 
inverse)  exchange-traded  notes 
(“ETNs”),  and  (b)  broaden  the  definition 
of  “Futures-Linked  Securities.”  ETNs  are 
also  known  as  “Index-Linked 
Securities,”  which  are  designed  for 
investors  who  desire  to  participate  in  a 
specific  market  segment  by  providing 
exposure  to  one  or  more  identifiable 
underlying  securities,  commodities, 
currencies,  derivative  instruments  or 
market  indexes  of  the  foregoing.  Index- 
Linked  Securities  are  the  non- 
convertible  debt  of  an  issuer  that  have 
a  term  of  at  least  one  (1)  year  but  not 
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greater  than  thirty  (30)  years.  Despite 
the  fact  that  Index-Linked  Securities  are 
linked  to  an  underlying  index,  each 
trade  as  a  single,  exchange-listed 
security.  Accordingly,  rules  pertaining 
to  the  listing  and  trading  of  standard 
equity  options  apply  to  Index-Linked 
Securities. 

Leveraged  ETN  Options 

The  Exchange  proposes  to  amend 
Exchange  Rule  1009  at  Commentary  .09 
to  permit  the  listing  of  options  on 
leveraged  (multiple  or  inverse)  ETNs. 
Multiple  leveraged  ETNs  seek  to 
provide  investment  results  that 
correspond  to  a  specified  multiple  of  the 
percentage  performance  on  a  given  day 
of  a  particular  Reference  Asset.  Inverse 
leveraged  ETNs  seek  to  provide 
investment  results  that  correspond  to 
the  inverse  (opposite)  of  the  percentage 
performance  on  a  given  day  of  a 
particular  Reference  Asset  by  a  specified 
multiple.  Multiple  leveraged  ETNs  and 
inverse  leveraged  ETNs  differ  from 
traditional  ETNs  in  that  they  do  not 
merely  correspond  to  the  performance 
of  a  given  Reference  Asset,  but  rather 
attempt  to  match  a  multiple  or  inverse 
of  a  Reference  Asset’s  performance. 

The  Barclays  Long  B  Leveraged  S&P 
500  TR  ETN  (“BXUB”),  the  Barclays 
Long  C  Leveraged  S&P  500  TR  ETN 
(“BXUC”)  and  the  UBS  AG  2x  Monthly 
Leveraged  Long  Exchange  Traded 
Access  Securities  (“E-TRACS”)  linked 
to  the  Alerian  MLP  Infrastructure  Index 
due  July  9,  2040  (“MLPL”)  currently 
trade  on  the  NYSE  Area  Stock  Exchange 
and  are  examples  of  multiple  leveraged 
ETNs.  In  addition,  the  Barclays  ETN  + 
Inverse  S&P  500  VIX  Short-Term 
Futures  ETN  (“XXV”)  currently  trades 
on  the  NYSE  Area  Stock  Exchange  and 
is  an  example  of  an  inverse  leveraged 
ETN.  The  NYSE  Area  Stock  Exchange 
also  lists  several  other  inverse  leveraged 
ETNs  for  trading.^ 

Currently,  Exchange  Rule  1009, 
Commentary  .09  provides  that  securities 
deemed  appropriate  for  options  trading 
shall  include  shares  or  other  securities 
(“Equity  Index-Linked  Securities,” 
“Commodity-Linked  Securities,” 
“Currency-Linked  Securities,”  “Fixed 
Income  Index-Linked  Securities,” 
“Futures-Linked  Securities,”  and 
“Multifactor  Index-Linked  Securities,” 
collectively  known  as  “Index-Linked 
Securities”)  that  are  principally  traded 
on  a  national  securities  exchange  and  an 
“NMS  Stock”  (as  defined  in  Rule  600  of 
Regulation  NMS  under  the  Securities 


3  These  ETNs  include:  the  Barclays  Short  B 
Leveraged  Inverse  S&P  500  TR  ETN  (“BXDB”),  the 
Barclays  Short  C  Leveraged  Inverse  S&P  500  TR 
ETN  (“BXDC”)  and  the  Barclays  Short  D  Leveraged 
Inverse  S&P  500  TR  ETN  (“BXDD”). 


Exchange  Act  of  1934),  and  represent 
ownership  of  a  security  that  provides  for 
the  payment  at  maturity,  as  described 
below: 

•  Equity  Index-Linked  Securities  are 
securities  that  provide  for  the  payment 
at  maturity  of  a  cash  amount  based  on 
the  performance  of  an  underlying  index 
or  indexes  of  equity  securities  (“Equity 
Reference  Asset”); 

•  Commodity-Linked  Securities  are 
securities  that  provide  for  the  payment 
at  maturity  of  a  cash  amount  based  on 
the  performance  of  one  or  more  physical 
commodities  or  commodity  futures, 
options  on  commodities,  or  other 
commodity  derivatives  or  Commodity- 
Based  Trust  Shares  or  a  basket  or  index 
of  any  of  Jhe  foregoing  (“Commodity 
Reference  Asset”); 

•  Currency-Linked  Securities  are 
securities  that  provide  for  the  payment 
at  maturity  of  a  cash  amount  based  on 
the  performance  of  one  or  more 
currencies,  or  options  on  currencies  or 
currency  futures  or  other  currency 
derivatives  or  Currency  Trust  Shares  (as 
defined  in  Commentary  .06  to  this  Rule 
1009),  or  a  basket  or  index  of  any  of  the 
foregoing  (“Currency  Reference  Asset”); 

•  Fixed  Income  Index-Linked 
Securities  are  securities  that  provide  for 
the  payment  at  maturity  of  a  cash 
amount  based  on  the  performance  of 
one  or  more  notes,  bonds,  debentures  or 
evidence  of  indebtedness  that  include, 
but  are  not  limited  to,  U.S.  Department 
of  Treasury  securities  (“Treasury 
Securities”),  government  sponsored 
entity  securities  (“GSE  Securities”), 
municipal  securities,  trust  preferred 
securities,  supranational  debt  and  debt 
of  a  foreign  country  or  a  subdivision 
thereof  or  a  basket  or  index  of  any  of  the 
foregoing  (“Fixed  Income  Reference 
Asset”); 

•  Futures-Linked  Securities  are 
securities  that  provide  for  the  payment 
at  maturity  of  a  cash  amount  based  on 
the  performance  of  an  index  of  (a) 
futures  on  Treasury  Securities,  GSE 
Securities,  supranational  debt  and  debt 
of  a  foreign  country  or  a  subdivision 
thereof,  or  options  or  other  derivatives 
on  any  of  the  foregoing;  or  (b)  interest 
rate  futures  or  options  or  derivatives  on 
the  foregoing  in  this  subparagraph  (b); 
(“Futures  Reference  Asset”);  and 

•  Multifactor  Index-Linked  Securities 
are  securities  that  provide  for  the 
payment  at  maturity  of  a  cash  amount 
based  bn  the  performance  of  any 
combination  of  two  or  more  Equity 
Reference  Assets,  Commodity  Reference 
Assets,  Currency  Reference  Assets, 
Fixed  Income  References  Assets,  or 
Futures  Reference  Assets  (“Multifactor 
Reference  Asset”). 


For  purposes  of  Exchange  Rule  1009, 
Commentary  .09,  Equity  Reference 
Assets,  Comnjodity  Reference  Asset, 
Currency  Reference  Assets,  Fixed 
Income  Reference  Assets,  Futures 
Reference  Assets  together  with 
Multifactor  Reference  Assets, 
collectively  are  referred  to  as  “Reference 
Assets.” 

In  addition,  Index-Linked  Securities 
must  meet  the  criteria  and  guidelines  for 
underlying  securities  set  forth  in 
Exchange  Rule  1009  at  Commentary  .01; 
or  (ii)  the  Index-Linked  Securities  must 
be  redeemable  at  the  option  of  the 
holder  at  least  on  a  weekly  basis 
through  the  issuer  at  a  price  related  to 
the  applicable  underlying  Reference 
Asset.  In  addition,  the  issuing  company 
is  obligated  to  issue  or  repurchase  the 
securities  in  aggregation  units  for  cash, 
or  cash  equivalents,  satisfactory  to  the 
issuer  of  Index-Linked  Securities  which 
underlie  the  option  as  described  in  the 
Index-Linked  Securities  prospectus. 

The  Exchange  proposes  to  amend 
Exchange  Rule  1009,  Commentary  .09  to 
expand  the  type  of  Index-Linked 
Securities  that  may  underlie  options  to 
include  leveraged  (multiple  or  inverse) 
ETNs.  To  affect  this  change,  the 
Exchange  proposes  to  amend 
Commentary  .09  of  Exchange  Rule  1009 
at  subparagraph  (a)  by  adding  the 
phrase,  “or  the  leveraged  (multiple  or 
inverse)  performance”  to  each  of  the 
subparagraphs  ((i)  through  (vi))  in  that 
section  which  set  forth  the  different 
eligible  Reference  Assets. 

The  Exchange’s  current  continuing 
listing  standards  for  ETN  options  will 
continue  to  apply.  Specifically,  under 
Exchange  Rule  1010,  Commentary  .12, 
ETN  options  shall  not  be  deemed  to 
meet  the  Exchange’s  requirements  for 
continued  approval,  and  the  Exchange 
shall  not  open  for  trading  any  additional 
series  or  option  contracts  of  the  class 
covering  such  Securities  whenever  the 
underlying  Securities  are  delisted  and 
trading  in  the  Securities  is  suspended 
on  a  national  securities  exchange,  or  the 
Securities  are  no  longer  an  “NMS  Stock” 
(as  defined  in  Rule  600  of  Regulation 
NMS  under  the  Securities  Exchange  Act 
of  1934).  In  addition,  the  Exchange  shall 
consider  the  suspension  of  opening 
transactions  in  any  series  of  options  of 
the  class  covering  Index-Linked 
Securities  in  any  of  the  following 
circumstances:  (1)  The  underlying 
Index-Linked  Security  fails  to  comply 
with  the  terms  of  Exchange  Rule  1009, 
Commentary  .09,  (2)  in  accordance  with 
the  terms  of  Exchange  Rule  1010, 
Commentary  .01,  in  the  case  of  options' 
covering  Index-Linked  Securities  when 
such  options  were  approved  pursuant  to 
Exchange  Rule  1009,  Commentary  .09, 
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except  that,  in  the  case  of  options 
covering  Index-Linked  Securities 
approved  pursuant  to  Exchange  Rule 
1009,  Commentary  .09(c)(ii)  that  are 
redeemable  at  the  option  of  the  holder 
at  least  on  a  weekly  basis,  then  option 
contracts  of  the  class  covering  such 
Securities  may  only  continue  to  be  open 
for  trading  as  long  as  the  Securities  are 
listed  on  a  national  securities  exchange 
and  are  “NMS”  stock  as  defined  in  Rule 
600  of  Regulation  NMS;  (3)  in  the  case 
of  any  Index-Linked  Security  trading 
pursuant  to  Exchange  Rule  1009, 
Commentary  .09,  the  value  of  the 
Reference  Asset  is  no  longer  calculated; 
or  (4)  such  other  event  shall  occur  or 
condition  exist  that  in  the  opinion  of  the 
Exchange  make  further  dealing  in  such 
options  on  the  Exchange  inadvisable. 
Expanding  the  eligible  types  of  ETNs  for 
options  trading  under  Exchange  Rule 
1009,  Commentary  .09  will  not  have  any 
effect  on  the  rules  pertaining  to  position 
and  exercise  limits^  or  margin.^ 

This  proposal  is  necessary  to  enable 
the  Exchange  to  list  and  trade  options 
on  shares  of  the  BXUB,  BXUC,  XXV, 
BXDB,  BXDC,  BXDD  and  the  MLPL.  The 
Exchange  believes  the  ability  to  trade 
options  on  leveraged  (multiple  or 
inverse)  ETNs  will  provide  investors 
with  greater  risk  management  tools.  The 
proposed  amendment  to  the  Exchange’s 
listing  criteria  for  options  on  ETNs  is 
necessary  to  ensure  that  the  Exchange 
will  be  able  to  list  options  on  the  above., 
listed  leveraged  (multiple  and  inverse) 
ETNs  as  well  as  other  leveraged 
(multiple  and  inverse)  ETNs  that  may  be 
introduced  in  the  future. 

The  Exchange  represents  that  its 
existing  surveillance  procedures 
applicable  to  trading  in  options  are 
adequate  to  properly  monitor  the 
trading  in  leveraged' (multiple  and 
inverse)  ETN  options. 

It  is  expected  that  The  Options 
Clearing  Corporation  will  seek  fo  revise 
the  Options  Disclosure  Document 
(“ODD”)  to  accommodate  the  listing  and 
trading  of  leveraged  (multiple  and 
inverse)  ETN  options. 

Broaden  the  Definition  of  “Futures- 
Linked  Securities” 

The  second  change  being  proposed  by 
this  filing  is  to  amend  the  definition  of 
“Futures-Linked  Securities”  set  forth  in 
Exchange  Rule  1009,  Commentary 
.09(a)(v).  Currently,  the  definition  of 
“Futures-Linked  Securities”  is  limited  to 
securities  that  provide  for  the  payment 
at  maturity  of  a  cash  amount  based  on 
the  performance  of  an  index  of  (a) 


■*  See  Exchange  Rules  1001  and  1002  regarding 
Position  Limits  and  Exercise  Limits,  respectively- 
^  See  Exchange  Rule  721  concerning  Margin. 


futures  on  Treasury  Securities,  GSE 
Securities,  supranational  debt  and  debt 
of  a  foreign  country  or  a  subdivision 
thereof,  or  options  or  other  derivatives 
on  any  of  the  foregoing;  or  (b)  interest 
rate  futures  or  options  or  derivatives  on 
the  foregoing  in  this  subparagraph  (b). 

Exchange  Rule  1009  sets  forth  generic 
listing  criteria  for  securities  that  may 
serve  as  underlyings  for  listed  options 
trading.  The  Exchange  believes  that  the 
current  definition  of  “Futures-Linked 
Securities”  is  unnecessarily  re.strictive 
and  requires  the  Exchange  to  submit  a 
filing  to  amend  the  definition  each  time  • 
a  new  ETN  is  issued  that  tracks  the 
performance  of  an  index  of  futures/ 
options  on  futures  that  is  not 
enumerated  in  the  existing  rule.  To 
address  this  issue,  the  Exchange  is 
proposing  to  revise  the  definition  of 
“Futures-Linked  Securities”  to  provide 
that  they  are  securities,  that  for  the 
payment  at  maturity  of  a  cash  amount 
based  on  the  performance  or  the 
leveraged  (multiple  or  inverse) 
performance  of  an  index  or  indexes  of 
futures  contracts  or  options  or 
derivatives  on  futures  contracts 
(“Futures  Reference  Asset”).  The 
Exchange  notes  that  all  ETNs  eligible  for 
options  trading  must  be  principally 
traded  on  a  national  securities  exchange 
and  must  be  an  “NMS  Stock.”  As  a 
result,  the  Exchange  believes  that 
broadening  the  definition  of  “Futures- 
Linked  Securities”  by  ho  longer 
specifically  listing  the  types  of  futures 
and  options  on  futures  contracts  that 
may  be  tracked  by  an  ETN  is 
appropriate. 

2.  Statutory  Basis 

The  Exchange  believes  that  its 
proposal  is  consistent  with  Section  6(b) 
of  the  Act  6  in  general,  and  furthers  the 
objectives  of  Section  6(b)(5)  of  the  Act  ^ 
in  particular,  in  that  it  is  designed  to 
prevent  fraudulent  and  manipulative 
acts  and  practices,  to  promote  just  and 
equitable  -principles  of  trade,  to  foster 
cooperation  and  coordination  with 
persons  engaged  in  facilitating 
transactions  in  securities,  and  to  remove 
impediments  to  and  perfect  the 
mechanisms  of  a  free  and  open  market 
and  a  national  market  system,  and,  in 
general,  to  protect  investors  and  the 
public  interest.  The  Exchange  believes 
that  the  proposed  rules  applicable  to 
trading  pursuant  to  generic  listing  and 
trading  criteria  serve  to  foster  investor 
protection. 


6 15  L-S.c.  78f(b). 

7  15  D.S.C.  78f(b)(5). 


B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants  or  Others 

No  written  comments  were  either 
solicited  or  received. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  foregoing  proposed  rule 
change:  (1)  Does  not  significantly  affect 
the  protection  of  investors  or  the  public 
interest;  (2)  does  not  impose  any 
significant  burden  on  competition;  and 
(3)  by  its  terms  does  not  become 
operative  for  30  days  after  the  date  of 
this  filing,  or  such  shorter  time  as  the 
Commission  may  designate  if  consistent 
with  the  protection  of  investors  and  the 
public  interest,  the  proposed  rule 
change  has  become  effective  pursuant  to 
Section  19(b)(3)(A)  of  the  Act®  and  Rule 
19b-4(f)(6)  thereunder.® 

A  proposed  rule  change  filed  under 
Rule  19b-4(f)(6)  normally  does  not 
become  operative  for  30  days  after  the 
date  of  filing.  However,  Rule  19b- 
4(f)(6)(iii)  permits  the  Commission  to 
designate  a  shorter  time  if  such  action 
is  consistent  with  the  protection  of 
investors  and  the  public  interest.  The 
Exchange  requests  that  the  Commission 
waive  the  30-day  operative  delay  so  that 
the  Exchange  can  list  and  trade  options 
on  leveraged  (multiple  or  inverse)  ETNs 
and  implement  the  amended  definition 
of  “Futures-Linked  Securities” 
immediately.  The  Commission  believes 
that  waiving  the  30-day  operative  delay 
is  consistent  with  the  protection  of 
investors  and  the  public  interest.^®  The 
Commission  notes  the  proposal  is 
substantively  identical  to  a  proposal 
that  was  recently  approved  by  the 
Commission,  and  does  not  raise  any 


“15U.S.C.  78s(b)(3)(A). 

'>17  CFR  240.19b-4(f)(6).  In  addition.  Rule  19b- 
4(f)(6Kiii)  requires  a  self-regulatory  organization  to 
provide  tbe  Commission  with  written  notice  of  its 
intent  to  file  the  proposed  rule  change,  along  with 
a  brief  description  and  text  of  the  proposed  rule 
change,  at  least  five  business  days  prior  to  the  date 
of  filing  of  the  proposed  rule  change,  or  such 
shorter  time  as  designated  by  the  Commission.  The 
Exchange  has  fulfilled  this  requirement. 

'"For  purposes  only  of  waiving  the  30-day 
operative  delay,  the  Commission  has  also 
considered  the  proposed  rule’s  impact  on 
efficiency,  competition,  and  capital  formation.  See 
15  U.S.C'  78c(f). 


71768 


Federal  Register/ Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Notices 


new  regulatory  issues.’^  For  these 
reasons,  the  Commission  designates  the 
proposed  rule  change  as  operative  upon 
filing. 

At  any  time  within  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  summarily  may 
temporarily  suspend  such  rule  change  if 
it  appears  to  the  Commission  that  such 
action  is  necessary  or  appropriate  in  the 
public  interest,  for  the  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  {http://wH’w.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-Phlx-201 0-1 59  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-Phlx-2010-159.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  (http://www.sec.gov/ 
rules/sro.sbtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Comnwssion,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room,  100  F  Street,  NE., 
Washington,  DC  20549,  on  official 
business  days  between  the  hours  of  10 
a.m.  and  3  p.m.  Copies  of  the  filing  also 


"  See  Securities  Exchange  Act  Release  No.  63202 
(October  28,  2010),  75  FR  67794  (November  3,  2010) 
(SR-CBOE-2010-080). 


will  be  available  for  inspection  and 
copying  at  the  principal  office  of  the 
Exchange.  12  comments  received  will 
be  posted  without  change;  the 
Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR-Phlx- 
2010-159  and  should  be  submitted  on 
or  before  December  15,  2010. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.  11 
Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  2010-29562  Filed  11-23-10;  8:45  am] 
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Self-Regulatory  Organizations;  BATS 
Y-Exchange,  Inc.;  Notice  of  Filing  of 
Amendment  No.  1  and  Order  Granting 
Accelerated  Approval  to  Proposed 
Rule  Change,  as  Modified  by 
Amendment  No.  1,  to  Amend  BYX  Rule 
1 1 .8,  Entitled  ‘Obligations  of  Market 
Makers” 

November  18,  2010. 

I.  Introduction 

On  September  27,  2010,  BATS 
Y-Exchange,  Inc.  (“BYX”  or  the 
“Exchange”),  filed  with  the  Securities 
and  Exchange  Commission 
(“Commission”),  pursuant  to  Section 
19(b)(1)  1  of  the  Securities  Exchange  Act 
of  1934  (“Act”),  and  Rule  19b-4 
thereunder,^  a  proposed  rule  change  to 
amend  its  rules  to  enliance  minimum 
quoting  standards  for  market  makers 
registered  with  the  Exchange.  The 
purpose  of  this  rule  change  is  to  require 
equity  market  makers  to  post 
continuous  two-sided  quotations  within 
a  designated  percentage  of  the  inside 
market  to  eliminate  market  maker  “stub 
quotes,”  that  are  so  far  away  from  the 
prevailing  market  that  they  are  not 
intended  to  be  executed  (such  as  an 
order  to  buy  at  a  penny  or  sell  at 
$100,000). 

The  proposed  rule  change  was 
published  for  comment  in  the  Federal 


The  text  of  the  proposed  rule  change  is 
available  on  the  Commission’s  Web  site  at  http:// 
vnvH'.sec.gov. 

13 17  CFR  200.30-3(a)(12). 

115  U.S.C.  78s(b)(l). 

2 17  CFR  240.19b-4. 


Register  on  October  15,  2010.2  In 
addition,  BYX  filed  an  Amendment  No. 

1  to  the  proposed  rule  change.^  The 
Commission  received  no  comments  on 
the  proposed  rule  change.  The 
Commission  is  publishing  this  notice 
and  order  to  solicit  comments  on 
Amendment  No.  1  and  to  approve  the 
proposed  rule  change,  as  amended,  on 
an  accelerated  basis. 

II.  Description  of  the  Proposal 

On  May  6,  2010,  the  U.S.  equity 
markets  experienced  a  severe 
disruption.®  Among  other  things,  the 
prices  of  a  large  number  of  individual 
securities  suddenly  declined  by 
significant  amounts  in  a  very  short  time 
period,  before  suddenly  reversing  to 
prices  consistent  with  their  pre-decline 
levels.  This  severe  price  volatility  led  to 
a  large  number  of  trades  being  executed 
at  temporarily  depressed  prices, 
including  many  that  were  more  than 
60%  away  from  pre-decline  prices  and 
subsequently  broken. 

As  noted  in  the  May  6  Staff  Report, 
executions  against  stub  quotes 
represented  a  significant  proportion  of 
broken  trades  on  May  6.  To  address  this 
aspect  of  the  events  of  May  6,  in 
coordination  with  the 'Commission,  in 
addition  to  the  Exchange,  nine  of  the 
national  securities  exchanges  and  the 
Financial  Industry  Regulatory 
Authority,  Inc.  (“FINRA”)  filed 
proposals  to  address  stub  quotes  by 
introducing  minimum  quoting 
standards  for  market  makers.®  Those 


3  See  Securities  Exchange  Act  Release  No.  63068 
(October  8,  2010),  75  FR  63528  (SR-BYX-2010- 
001). 

■*  The  Exchange  filed  Amendment  No.  1  on 
November  8.  2010.  Amendment  No.  1  modifies  the 
proposal  so  that  a  market  maker  is  not  expected  to 
enter  a  quote  based  on  the  prior  day’s  last  sale  at 
the  commencement  of  regular  trading  hours  if  there 
is  no  National  Best  Bid  (“NBB”)  or  National  Best 
Offer  (“NBO”).  As  amended,  in  such  a  circumstance, 
the  quoting  obligation  would  commence  as  .soon  as 
there  has  been  a  regular-way  transaction  on  the  . 
primary  listing  market  in  the  security,  as  reported 
by  the  responsible  single  plan  processor.  In 
addition,  the  Amendment  modifies  the  proposal  so 
that  a  market  maker’s  quoting  obligation  shall  be 
suspended  during  a  trading  halt,  suspension  or 
pause,  and  shall  not  re-commence  until  after  the 
first  regular-way  transaction  on  the  primary  listing 
market  following  that  halt,  suspension  or  pause,  as 
reported  by  the  responsible  single  plan  processor. 
Finally,  so  that  the  markets  may  coordinate 
implementation  upon  approval  of  the  proposed  rule 
changes,  BYX  stated  in  Amendment  No.  1  that  the 
planned  implementation  date  for  the  proposed  rule 
change  would  be  December  6,  2010. 

3  The  events  of  May  6  are  described  more  fully 
in  the  report  of  the  staffs  of  the  Commodity  Futures 
Trading  Commission  (“CFTC”)  and  the  Commission, 
titled  Report  of  the  Staffs  of  the  CFTC  and  SEC  to 
the  Joint  Advisory  Committee  on  Emerging 
Regulatory'  Issues,  “Findings  Regarding  the  Market 
Events  of  May  6,  2010,”  dated  September  30,  2010 
(“May  6  Staff  Report”). 

3  See  Securities  Exchange  Act  Release  Nos.  62945 
(September  20,  2010),  75  FR  58460  (September  24, 
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proposals  were  approved  by  the 
Commission  on  November  5,  2010. ^ 

The  BYX  proposal  is  substantively 
identical  to  the  market  maker  quotation 
requirements  that  were  previously 
approved  hy  the  Commission  for  the 
nine  national  securities  exchanges  and 
FINRA.  The  proposal  requires  market 
makers  to  maintain  continuous  two- 
sided  quotations  throughout  the  trading 
day  ®  that  are  within  a  certain 
percentage  band  of  the  national  best  bid 
and  offer  (“NBBO”).  These  requirements 
apply  to  all  NMS  stocks  ^  during  normal 
market  hours.  For  stocks  subject  to  the 
individual  stock  circuit  breaker  pilot 
program  [i.e.,  stocks  that  are  included  in 
the  S&P  500,  stocks  that  are  included  in 
the  Russell  1000,  and  certain  exchange- 
traded  products),^"  market  makers  must 
enter  quotes  that  are  not  more  than  8%  ' 
away  from  the  NBBO.  A  quote  that  is 
entered  at  or  within  8%  away  from  the 
NBBO  is  allowed  to  drift  a  certain 
additional  amount  away  from  the  NBBO 
before  it  must  be  adjusted  by  the  market 


2010)  (SR-BATS-2010-025);  62954  (September  20, 
2010),  75  FR  59305  (September  27,  2010)  (SR-BX- 
2010-66);  62951  (September  20,  2010),  75  FR  59309 
(Septentber  27,  2010)  (SR-CBOE-2010-087):  62949 
(September  20,  2010),  75  FR  59315  (September  27, 
2010)  (SR-CHX-2010-22):  62953  (September  20, 
2010),  75  FR  59300  (September  27,  2010)  (SR- 
FINRA-2010-049);  62950  (September  20,  2010),  75 
FR  59311  (September  27,  2010)  (SR-NASDAQ- 
2010-115);  62952  (September  20,  2010),  75  FR 
59316  (September  27,  2010)  (SR-NSX-2010-12); 
62948  (September  20,  2010),  75  FR  58455 
(September  24,  2010)  (SR-NYSE-2010-69);  62947 
(September  20,  2010),  75  FR  58453  (September  24, 
2010)  (SR-NYSEAmex-2010-96);  62946 
(September  20,  2010),  75  FR  58462  (.September  24, 
2010)  (SR-NYSEArca-2010-83). 

’  See  Securities  Exchange  Act  Release  No.  63255 
(November  5,  2010),  75  FR  69484  (November  12, 
2010)  (SR-BATS-2010-025;  SR-BX-2010-66;  SR- 
CBOE-2010-087;  SR-CHX-2010-22;  SR-HNRA- 
2010-049;  SR-NASDAQ-2010-115;  SR-NSX- 
2010-12;  SR-NYSE-2010-69;  SR-NYSEAmex- 
2010-96;  SR-NYSEArca-2010-83). 

®  As  noted.  Amendment  No.  1  modifies  the  BYX 
proposal  so  that  the  quoting  obligation  would 
commence  as  soon  as  there  has  been  a  regular-way 
transaction  on  the  primary  listing  market  in  the 
security,  as  reported  by  the  responsible  single  plan 
t,  processor.  The  Amendment  also  modifies  that  the 
market  maker’s  quoting  obligations  shall  be 
suspended  during  a  trading  halt,  suspension  or 
pause,  and  shall  not  re-commence  until  the  first- 
regular  way  print  on  the  primary  listing  market 
following  that  halt,  suspension  or  pause,  as 
reported  by  the  responsible  single  plan  processor. 
See  supra  note  4.  The  BYX  amendment  is 
substantively  identical  to  the  amendments  filed  by 
the  nine  national  securities  exchanges  and  FINRA 
in  connection  with  their  filings. 

®See  17  CFR  242.600  (defining  NMS  stock  as  “any 
NMS  security  other  than  an  option”  and  NMS 
security  as  “any  security  or  class  of  securities  for 
which  transaction  reports  are  collected,  processed, 
and  made  available  pursuant  to  an  effective 
transaction  reporting  plan,  or  an  effective  national 
market  system  plan  for  reporting  transactions  in 
listed  options”). 

See  Securities  Exchange  Act  Release  Nos. 

62283  (September  10,  2010),  75  FR  56608 
(September  16,  2010);  62884  (September  10,  2010), 
75  FR  56618  (September  16,  2010). 


maker.  However,  if  the  NBBO  moves  to 
a  point  such  that  the  quote  is  9.5%  away 
from  the  NBBO,  that  quote  must  he 
adjusted  so  that  it  is  no  further  than  8% 
away  from  the  NBBO.  During  times  in 
which  a  single-stock  circuit  breaker  is 
not  applicable  (i.e.,  before  9:45  a.m.  and 
after  3:35  p.m.),  market  makers  for  such 
securities  must  maintain  a  quote  no 
further  than  20%  away  from  the  NBBO. 
Similar  to  the  requirements  when  the 
single-stock  circuit  breakers  are  in 
effect,  a  market  maker’s  quote  may  drift 
an  additional  1.5%  away  from  the 
NBBO  without  adjustment  (i.e.,  until  it 
is  21.5%  away  from  the  NBBO),  at 
which  point  it  would  need  to  be 
adjusted  to  a  quote  no  further  than  20% 
away  from  the  NBBO.  In  the  absence  of 
an  NBBO,  the  same  percentages  apply, 
but  the  market  maker  must  use  the 
consolidated  last  sale  instead  of  the 
NBBO. 

F or  securities  that  are  not  subject  to 
the  single-stock  circuil  breakers,  market 
makers  must  maintain  quotes  that  are  no 
more  than  30%  away  from  the  NBBO. 
Like  securities  subject  to  the  single¬ 
stock  circuit  breakers,  if  the  NBBO 
moves  to  a  point  such  that  the  quote  is 
31.5%  away  from  the  NBBO,  the  quote 
must  be  adjusted  to  a  quote  no  further 
than  30%  -away  from  the  NBBO. 

Nothing  in  the  BYX  proposal 
precludes  a  market  maker  from 
voluntarily  quoting  at  price  levels  that 
are  closer  to  the  NBBO  than  required 
under  the  proposal. 

The  planned  implementation  date  for 
the  proposed  rule  change  is  December  6, 
2010. 

BYX  also  proposed  an  optional 
functionality  to  automatically  update 
market  makers’  quotes.  Upon  the 
request  of  a  market  maker,  the  BYX 
system  would  automatically  enter  and 
adjust  quotes  in  accordance  with  the 
proposed  quotation  requirements.  If  a 
market  maker  cancelled  the  quotations 
entered  by  BYX  through  this 
functionality,  the  market  maker  would 
remain  responsible  for  complying  with 
the  minimum  quotation  requirements 
imposed  by  the  new  rule. 

III.  Commission  Findings 

The  Commission  finds  that  the 
proposed  rule  change  implementing 
enhanced  market  maker  quotation 
standards  is  consistent  with  the 
requirements  of  the  Act  and  the  rules 
and  regulations  thereunder  applicable  to 
national  securities  exchanges.  In 
particular,  the  Commission  finds  that 
the  proposal  is  consistent  with  Section 
6(b)(5)  of  the  Act,^^  which,  among  other 
things,  requires  that  the  rules  of  national 


”  15  U.S.C.  78f(b)(5). 


securities  exchanges  be  designed  to 
prevent  fraudulent  and  manipulative 
acts  and  practices,  to  promote  just  and 
equitable  principles  of  trade,  to  remove 
impediments  to  and  perfect  the 
mechanism  of  a  free  and  open  market 
and  a  national  market  system,  and  in 
general,  to  protect  investors  and  the 
public  interest.^^  The  Commission  also 
believes  that  the  proposal  is  consistent 
with  Section  llA(a)(l)  of  the  Act^^  jn 
that  it  seeks  to  assure  fair  competition 
among  brokers  and  dealers  and  among 
exchange  markets. 

By  requiring  market  makers  to 
maintain  quotes  that  are  priced  within 
a  broad  range  around  the  NBBO,  the 
proposed  rule  should  help  assure  that 
quotations  submitted  by  markef  makers 
to  an  exchange,  and  displayed  to  market 
participants,  bear  some  relationship  to 
the  prevailing  market  price,  and  thus 
should  promote  fair  and  orderly  markets 
and  the  protection  of  investors.  In 
addition,  by  precluding  market  makers 
from  submitting  “stub”  quotes  that  are 
so  far  away  from  the  prevailing  market 
price  that  they  are  not  intended  to  be 
executed',  the  proposed  rule  should 
reduce  the  risk  that  trades  will  occur  at 
irrational  prices.  As  noted  above,  a  large 
number  of  trades  were  executed  at 
irrational  prices  on  May  6,  2010  and 
were  ultimately  broken.  In  this  respect, 
the  proposal  also  should  promote  the 
goals  of  investor  protection  and  fair  and 
orderly  markets.  Finally,  because  BYX  is 
proposing  a  rule  that,  in  conjunction 
with  the  rules  of  the  other  national 
securities  exchanges  and  FINRA,  creates 
uniform  rules  with  respect  to  these 
market  maker  quoting  obligations,  the 
proposed  rule  change  as  a  whole  will 
assure  these  baseline  standards  are 
applied  throughout  the  equity  markets. 

The  Commission  also  finds  that  the 
functionality  proposed  by  the  Exchange 
is  consistent  with  Section  6(b)(5)  of  the 
Act,^"*  which,  among  other  things, 
requires  that  the  rules  of  national 
securities  exchanges  be  designed  to 
prevent  fraudulent  and  manipulative 
acts  and  practices,  to  promote  just  and 
equitable  principles  of  trade,  to  remove 
impediments  to  and  perfect  the 
mechanism  of  a  free  and  open  market 
and  a  national  market  system,  and  in 
general,  to  protect  investors  and  the 
public  interest.  The  proposed 
functionality  should  assist  market 
makers  on  BYX  in  maintaining 
continuous,  two-sided  limit  orders 
within  the  prescribed  limits  in  the 


In  approving  the  proposed  rule  change,  the 
Commission  notes  that  it  has  considered  the 
proposed  rule’s  impact  on  efficiency,  competition, 
and  capital  formation.  15  U.S.C.  78c(f). 

”15  U.S.C.  78k-l(a)(l). 

”  15  U.S.C.  78f(b)(5). 
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securities  in  which  they  are  registered  to 
satisfy  their  new  quoting  obligations. 

IV.  Accelerated  Approval 

The  Commission  also  finds  good 
cause,  pursuant  to  Section  19{bK2)  of 
the  Act,^®  for  approving  the  proposed 
Amendment  No.  1  on  an  accelerated 
basis.  The  amendment  reflects  the 
concern  that  the  proposed  market  maker 
quoting  obligations  should  not  apply 
during  times  when  meirket  makers 
should  be  permitted  to  absorb  material 
information  affecting  a  security  for 
which  they  are  registered  as  a  market 
maker,  whether  before  or  during  the 
trading  day,  i.e.,  until  there  has  been  a 
regular-way  transaction  on  a  security’s 
primary  listing  market  or  during  a 
trading  halt.  Approving  the  amendment 
on  an  accelerated  basis  would  allow 
these  provisions  to  be  effective  as  of  the 
implementation  date  of  the  new  market 
maker  requirements. 

V.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing, 
including  whether  Amendment  No.  1  to 
the  proposed  rule  change  is  consistent 
with  the  Act.  Comments  may  be 
submitted  by  any  of  the  following 
methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  {http://www.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-BYX-2010-001  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-BYX-2010-001.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  {http://www.sec.gov/ 
ruIes/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 


Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room,  100  F  Street,  NE., 
Washington,  DC  20549,  on  official 
business  days  between  the  hours  of  10 
a.m.  and  3  p.m.  Copies  of  such  filings 
also  will  be  available  for  inspection  and 
copying  at  the  principal  office  of  the 
Exchange.  All  comments  received  will 
be  posted  without  change:  the 
Commission  does  not  edit  personal 
identifying  information  from  - 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR-BYX- 
2010-001  and  should  be  submitted  on' 
or  before  December  15,  2010. 

VI.  Conclusion 

It  is  therefore  ordered,  pursuant  to 
Section  19(b)(2)  of  the  Act,^®  that  the 
proposed  rule  change  (SR-BYX-2010- 
001),  as  modified  by  Amendment  No.  1, 
be,  and  hereby  is,  approved  on  an 
accelerated  basis. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority. 

Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  2010-29614  Filed  11-23-10;  8:45  am] 
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Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”),i  and  Rule  19b-4  thereunder,^ 
notice  is  hereby  given  that  on  November 
10,  2010,  The  NASDAQ  Stock  Market  - 
LLC  (“Nasdaq”)  filed  with  the  Securities 
and  Exchange  Commission 
(“Commission”)  the  proposed  rule 
change  as  described  in  Items  I,  II,  and 
III  below,  which  Items  have  been 
prepared  by  Nasdaq.  Nasdaq  proposes  to 
make  a  clerical  correction  to  the  Nasdaq 
rufybook  under  Rule  19b— 4(f)(3)  under 


le  15  U.S.C.  78s(b)(2). 

17 17  CFR  200.30-3(a)(12). 
1 15  U.S.C.  78s(b)(l). 

7 17  CFR  240.19b-4. 


the  Act,3  which  renders  the  proposal 
effective  upon  filing  with  the 
Commission.  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

Nasdaq  proposes  to  make  clerical 
corrections  to  the  Nasdaq  rulebook. 
Nasdaq  proposes  to  implement  the 
proposed  rule  change  immediately. 

The  text  of  the  proposed  rule  change 
is  available  on  Nasdaq’s  Web  site 
http://nasdaq.cchwallstreet.com,  at 
Nasdaq’s  principal  office,  and  at  the 
Commission’s  Public  Reference  Room. 

Proposed  new  language  is  in  italics; 
proposed  deletions  are  in  brackets."* 
***** 


(a)-(b)  No  Change. 

(c)  [(d)]  Reserved 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission, 
Nasdaq  included  statements  concerning 
the  purpose  of  and  basis  for  the 
proposed  rule  change  and  discussed  any 
comments  it  received  on  the  proposed 
rule  change.  The  text  of  these  statements 
may  be  examined  at  the  places  specified 
in  Item  IV  below.  Nasdaq  has  prepared 
summaries,  set  forth  in  Sections  A,  B, 
and  C  below,  of  the  most  significant 
aspects  of  such  statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule. 
Change 

1.  Purpose 

Nasdaq  proposes  to  make  a  clerical 
correction  to  the  Nasdaq  rulebook. 
Specifically,  Nasdaq  proposes  to  change 
Nasdaq  Rule  7026(d)  to  Nasdaq  Rule 
7026(c).  Nasdaq  is  making  this  change 
due  to  an  inadvertent  clerical  error  in 
the  original  filing,  which  listed  the  final 
subparagraph  of  Nasdaq  Rule  7026  as 
(d)  rather  than  correctly  as  subparagraph 
(c).  Nasdaq  is  making  no  other  changes 
to  Nasdaq  Rule  7026. 

2.  Statutory  Basis 

Nasdaq  believes  that  the  proposed 
rule  change  is  consistent  with  the 
provisions  of  Section  6  of  the  Act,®  in 


7 17  CFR  240.19b-4(f)(3). 

*  Changes  are  marked  to  the  rule  text  that  appears 
in  the  electronic  manual  of  Nasdaq  found  at 
http://nasdaq.cchwaUstreet.com/. 

5 15  U.S.C.  78f. 


7026.  Distribution  Models 


>S  15  U.S.C.  78s(bK2). 
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general,  and  with  Section  6(b)(5)  of  the 
Act,®  in  particular,  in  that  the  proposal 
is  designed  to  prevent  fraudulent  and 
manipulative  acts  and  practices,  to 
promote  just  and  equitable  principles  of 
trade,  to  foster  cooperation  and 
coordination  with  persons  engaged  in 
regulating,  clearing,  settling,  processing 
information  with  respect  to,  and 
facilitating  transactions  in  securities,  to 
remove  impediments  to  and  perfect  the 
mechanism  of  a  free  and  open  inarket 
and  a  national  market  system,  and,  in 
general,  to  protect  investors  and  the 
public  interest.  The  proposed  rule 
change  makes  a  minor  clerical  change  to 
an  existing  Nasdaq  rule. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

Nasdaq  does  not  believe  that  the 
proposed  rule  change  will  result  in  any 
burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act,  as  amended. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

Written  comments  were  neither 
solicited  nor  received. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Pursuant  to  Section  19(b)(3)(A)  of  the 
Act^  and  Rule  19b— 4(f)(3)  thereunder,® 
Nasdaq  has  designated  this  proposal  as 
one  that  is  concerned  solely  with  the 
administration  of  the  self-regulatory 
organization.  Accordingly,  Nasdaq 
believes  that  its  proposal  should  become 
immediately  effective. 

At  any  time  withqn  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  summarily  may 
temporarily  suspend  such  rule  change  if 
it  appears  to  the  Commission  that  such 
action  is:  (i)  Necessary  or  appropriate  in 
the  public  interest:  (ii)  for  the  protection 
of  investors;  or  (iii)  otherwise  in 
furtherance  of  the  purposes  of  the  Act. 

If  the  Commission  takes  such  action,  the 
Commission  shall  institute  proceedings 
to  determine  whether  the  proposed  rule 
should  be  approved  or  disapproved. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  ta 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 

—  *  • 

«15U.S.C.  78f(b)(5). 

’15U.S.C.  78s(b)(3KA). 

“17  CFR  240.19b-4(fl(3). 


Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  {http://www.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
commenls@sec.gov.  Please  include  File 
Number  SR-NASDAQ-2010-146  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NA.SDAQ-2010-146.  This 
file  number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments^ on  the  Commission’s 
Internet  Web  site  [http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  fi'om  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room,  100  F  Street,  NE., 
Washington,  DC  20549,  on  official 
business  days  between  the  hours  of 
10  a.m.  and  3  p.m.  Copies  of  the  filing 
also  will  be  available  for  inspection  and 
copying  at  the  principal  office  of  the 
Exchange.  All  comments  received  will 
be  posted  without  change;  the 
Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR- 
NASDAQ-2010-146  and  should  be 
submitted  on  or  before  December  15, 
2010. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.® 

Florence  E.  Harmon, 

Depu  ty  Secretary. 

[FR  Doc.  2010-29612  Filed  11-23-1 0;  8:45  am] 
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Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”)  ^  and  Rule  19b-4  thereunder,^ 
notice  is  hereby  given  that  on  November 
12,  2010,  NASDAQ  OMX  PHLX  LLC 
(“Phlx”  or  “Exchange”)  filed  with  the 
Securities  and  Exchange  Commission 
(“SEC”  or  “Commission”)  the  proposed 
rule  change  as  described  in  Items  I,  II, 
and  III,  below,  which  Items  have  been 
prepared  by  the  Exchange.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  amend 
Commentary  .05  to  Exchange  Rule  1012, 
Series  of  Options  Open  for  Trading, 
specifically  Commentary  .05(c)  to  allow 
the  Exchange  to  list  and  trade  series  in 
intervals  of  $5  or  greater  where  the 
strike  price  is  more  than  $200  in  up  to 
five  (5)  option  classes  on'individual 
stocks. 

The  text  of  the  proposed  rule  change 
is  available  on  the  Exchange’s  Web  site 
at  http://www.nasdaqtrader.com/ 
micro. aspx?id=PHLXRule filings,  at  the 
principal  office  of  the  Exchange,  on  the 
Commission’s  Web  site  at  http:// 
www.sec.gov,  and  at  the  Commission’s 
Public  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
"Exchange  included  statements 
concerning  the  purpose  of  and  basis  for 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 
proposed  rule  change.  The  text  of  these 
statements  may  be  examined  at  the 
places  specified  in  Item  IV  below.  The 
Exchange  has  prepared  summaries,  set 
forth  in  sections  A,  B,  and  C  below,  of 
the  most  significant  aspects  of  such 
statements. 


1 15  U.S.C.  78s(b)(l). 
2  17CFR240.19b-4. 
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A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and  the 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

The  purpose  of  this  proposed  rule 
change  is  to  modify  Commentary  .05  to 
Exchange  Rule  1012  to  allow  the 
Exchange  to  list  and  trade  series  in 
intervals  of  $5  or  greater  where  the 
strike  price  is  more  than  $200  in  up  to 
five  (5)  option  classes  on  individual 
stocks  (“$5  Strike  Price  Program”)  to 
provide  investors  and  traders  additional 
opportunities  and  strategies  to  hedge 
high  priced  securities. 

Currently,  Exchange  Rule  1012  at 
Commentary  .05  permits  strike  price 
intervals  of  $10  or  greater  where  the 
strike  price  is  $200  or  more,^  except  the 
Exchange  may  select  up  to  46  options 
classes  on  individual  stocks  for  which 
the  interval  of  strike  prices  will  be  $2.50 
where  the  strike  price  is  greater  than 
$25  but  less  than  $50  (the  “$2.50  Strike 
Price  Program”).  In  addition  to  those 
options  selected  by  the  Exchange,  the 
strike  price  interval  may  be  $2.50  in  any 
multiply-traded  option  once  another 
exchange  trading  that  option  selects 
such  option."* 

The  Exchange  is  proposing  to  add  the 
proposed  $5  Strike  Price  Program  as  an 
exception  to  the  $10  or  greater  program 
in  addition  to  the  $2.50  Strike  Price 
Program.  The  proposal  would  allow  the 
Exchange  to  list  series  in  intervals  of  $5 
or  greater  where  the  strike  price  is  more 


^  Commentary’  .05  also  permits  strike  price 
intervals  of  $5.00  or  greater  where  the  strike  price 
is  greater  than  $25  but  less  than  $200;  and  $2.50 
or  greater  where  the  strike  price  is  $25  or  less. 

''Initially  adopted  in  1995  as  a  pilot  program,  the 
pilot  $2.50  Strike  Price  Program  allowed  options 
exchanges  to  list  options  with  $2.50  strike  price 
intervals  for  options  trading  at  strike  prices  greater 
than  $25  but  less  than  $50  on  a  total  of  up  to  100 
option  classes.  See  Securities  Exchange  Act  Release 
No.  35993  (July  19, 1995),  60  FR  38073  (July  25, 
1995)  (SR-Phlx-95-OP).  In  1998,  the  pilot  program 
was  permanently  approved  and  expanded  to  allow 
the  options  exchanges  to  select  up  to  200  option 
classes  for  the  $2.50  Strike  Price  Program.  See 
Securities  Exchange  Act  Release  No.  40662 
(November  12, 1998),  63  FR  64297  (November  19, 
1998)  (SR-Phlx-98-26).  Of  the  200  options  classes 
eligible  for  the  $2.50  Strike  Brice  Program,  46  have 
been  allocated  to  Phlx.  With  the  expansion  of  the 
$2.50  Strike  Price  Program  to  options  with'strike 
prices  below  $75,  for  example,  if  an  option  class  has 
been  selected  as  part  of  the  $2.50  Strike  Price 
Program,  and  the  underlying  stock  closed  at  $48.50 
in  its  primary  market,  the  Exchange  may  list 
options  with  strike  prices  of  $52.50  and  $57.50  on 
the  next  business  day;  and  if  an  underlying  security 
closed  at  $54,  the  Exchange  may  list  options  with 
strike  prices  of  $52.50,  $57.50,  and  $62.50  on  the 
next  business  day.  Moreover,  an  option  class 
remains  in  the  $2.50  Strike  Price  Program  until  the 
Exchange  otherwise  designates  and  sends  a 
decertification  notice  to  the  Options  Clearing 
Corporation.  See  Securities  ExChange  Act  Release 
No.  55338  (February  23,  2007),  72  FR  9371  (March 
1,  2007)  (SR-Phlx-2007-04). 


than  $200  in  up  to  five  (5)  option  classes 
on  individual  stocks. 

The  Exchange  believes  the  $5  Strike 
Price  Program  would  offer  investors  a 
greater  selection  of  strike  prices  at  a 
lower  cost.  For  example,  if  an  investor 
wanted  to  purchase  an  option  with  an 
expiration  of  approximately  one  month, 
a  $5  strike  interval  could  offer  a  wider 
choice  of  strike  prices,  which  may  result 
in  reduced  outlays  in  order  to  purchase 
the  option.  By  way  of  illustration,  using 
Google,  Inc.  (“GOOG”)  as  an  example,  if 
GOOG  would  trade  at  $610  ®  with 
approximately  one  month  remaining 
until  expiration,  the  front  month  (one 
month  remaining)  at-the-money  call 
option  (the  610  strike)  would  trade  at 
approximately  $17.50  and  the  next 
highest  available  strike  (the  620  strike) 
would  trade  at  approximately  $13.00. 

By  offering  a  615  strike  an  investor 
would  be  able  to  trade  a  GOOG  front 
month  call  option  at  approximately 
$15.25,  thus  providing  an  additional 
choice  at  a  different  price  point. 

Similarly,  if  an  investor  wanted  to 
hedge  exposure  to  an  underlying  stock 
position  by  selling  call  options,  the 
investor  may  chose  an  option  term  with 
two  months  remaining  until  expiration. 
An  additional  $5  strike  interval  could 
offer  additional  and  varying  yields  to 
the  investor.  For  example  if  Apple,  Inc. 
(“AAPL”)  would  trade  at  $310®  with 
approximately  two  months  remaining 
until  expiration,  the  second  month  (two 
months  remaining)  at-the-money  call 
option  (the  310  strike)  would  trade  at 
approximately  $14.50  and  the  next 
highest  available  strike  (the  320)  strike 
would  trade  at  $9.90.  The  310  strike 
would  yield  a  return  of  4.67%  and  the 
320  strike  would  yield  a  return  of 
3.20%.  If  the  315  strike  were  available, 
that  series  would  be  priced  at 
approximately  $12.20  (a  yield  of  3.93%) 
and  would  minimize  the  risk  of  having 
the  underlying  stock  called  away  at 
expiration. 

With  regard  to  the  impact  of  this 
proposal  on  system  capacity,  the 
Exchange  has  analyzed  its  capacity  and 
represents  that  it  and  the  Options  Price* 
Reporting  Authority  have  the  necessary 
systems  capacity  to  handle  the  potential 
additional  traffic  associated  with  the 
listing  and  trading  of  classes  on 
individual  stocks  $5  Strike  Price 
Program. 

The  proposed  $5  Strike  Price  Program 
would  provide  investors  increased 
opportunities  to  improve  returns  and 


®  The  prices  listed  in  this  example  are 
assumptions  and  not  based  on  actual  prices.  The 
assumptions  are  made  for  illustrative  purposes  only 
using  the  stock  price  as  a  hypothetical. 

6/d.  ”  ■ 


manage  risk  in  the  trading  of  equity 
options  that  overlie  high  priced  stocks. 

In  addition,  the  proposed  $5  Strike  Price 
Program  would  allow  investors  to 
establish  equity  options  positions  that 
are  better  tailored  to  meet  their 
investment,  trading  and  risk 
management  requirements. 

2.  Statutory  Basis 

The  Exchange  believes  that  its 
proposal  is  consistent  with  Section  6(b) 
of  the  Act  ^  in  general,  and  furthers  the 
objectives  of  Section  6(b)(5)  of  the  Act  ® 
in  particular,  in  that  it  is  designed  to 
promote  just  and  equitable  principles  of 
trade,  to  remove  impediments  to  and 
perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general  to  protect 
investors.and  the  public  interest.  The 
Exchange  believes  the  $5  Strike  Price 
Program  proposal  would  provide  the 
investing  public  and  other  market 
participants  increased  opportunities 
because  a  $5  series  in  high  priced  stocks 
would  provide  market  participants 
additional  opportunities  to  hedge  high 
priced  securities.  This  would  allow 
investors  to  better  manage  their  risk 
exposure.  Moreover,  the  Exchange 
believes  the  proposed  $5  Strike  Price 
Program  would  benefit  investors  by 
giving  them  more  flexibility  to  closely 
tailor  their  investment  decisions  in  a 
greater  number  of  securities. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  from 
Members,  Participants,  or  Others 

No  written  comments  were  either 
'  solicited  or  received.  * 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Within  45  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  period  (i) 
as  the  Commission  may  designate  up  to 
90  days  of  such  date  if  it  finds  such 
longer-  period  to  be  appropriate  and 
publishes  its  reasons  for  so  finding  or 
(ii)  as  to  which  the  Exchange  consents, 
the  Commission  shall:  (a)  By  order 
approve  or  disapprove  such  proposed 
rule  change,  or  (b)  institute  proqeedings 


M5U.S.C.  78f(b). 
»15U.S.C.  78f(bJ(5). 
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to  determine  whether  the  proposed  rule 
change  should  be  disapproved. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act.  ^ 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  (http://www.sec.gov/ 
rules/ sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-Phlx-2010-158  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-Phlx-2010-158.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  ihttp://www.sec.gov/ 
rules /sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  mle 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  chaiige  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the , 
provisions  of  5  U.S.C.  552,  will  be 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room,  100  F  Street,  NE., 
Washington,  DC  20549,  on  official 
business  days  between  the  hours  of 
10  a.m.  and  3  p.m.  Copies  of  the  filing 
also  will  be  available  for  inspection  and 
copying  at  the  principal  office  of  the 
Exchange.  All  comments  received  will 
be  posted  without  change;  the 
Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR-Phlx- 
2010-158  and  should  be  submitted  on 
or  before  December  15,  2010. 


For  the  Commission,  by  the  Division  of 
Jfrading  and  Markets,  pursuant  to  delegated 
authority.® 

Florence  E.  Hannon, 

Deputy  Secretary. 

[FR  Doc.  2010-29594  Filed  11-23-10;  8:45  am] 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-63338;  File  No.  SR- 
NYSEArca-2010-991 

Self-Regulatory  Organizations;  NYSE 
Area,  Inc.;  Notice  of  Fiiing  and 
Immediate  Effectiveness  of  Proposed 
Rule  Change  Expanding  the  Deita 
Hedging  Exemption  Available  for 
Equity  Options  Position  Limits  and 
Adopting  a  Delta  Hedging  Exemption 
From  Certain  index  Options  Position 
Limits 

November  18,  2010. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934  (the 
“Act”),"^  and  Rule  19b-4  thereunder,^ 
notice  is  hereby  given  that  on  November 
5,  2010,  NYSE  Area,  Inc.  (the 
“Exchange”  or  “NYSE  Area”)  filed  with 
the  Securities  and  Exchange 
Commission  (the  “Commission”)  the 
proposed  rule  change  as  described  in 
Items  I  and  II  below,  which  Items  have 
been  prepared  by  the  self-regulatory 
organization.  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  (i)  expand 
the  delta  hedging  exemption  available 
for  equity  options  position  limits  and 
(ii)  adopt  a  delta  hedging  exemption 
from  certain  index  options  position  • 
limits.  The  text  of  the  proposed  rule 
change  is  available  at  the  Exchange,  the 
Commission’s  Public  Reference  Room, 
on  the  Commission’s  Web  site  at 
hhp.V/wTvw.sec.gov,  and  http:// 
www.nyse.com. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  l^rpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerniiig  the  purpose  of, 
and  basis  for,  the  proposed  rule  change 
and  discussed  any  comments  it  received 


®  17  CFR  200.30-3(aKl2). 
*15  U.S.C.  78s(b)(l). 

2  17  CFR  240.19b-^. 


on  the  proposed  rule  change.  The  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below.  . 
The  Exchange  has  prepared  summaries, 
set  forth  in  Sections  A,  B  and  C  below, 
of  the  most  significant  parts  of  such 
statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

Expansion  of  Delta-Based  Equity  Hedge 
Exemption 

On  February  5,  2008,3  Exchange 
submitted  a  proposed  rule  change  with 
the  Commission  establishing  an 
exemption  from  equity  options  position 
and  exercise  limits  for  positions  held  by 
Exchange  OTP  Holders,  OTP  Firms,  and 
certain  of  their  affiliates,  that  are  “delta 
neutral”  under  a  “permitted  pricing 
model,”  3  subject  to  certain  conditions 
(“Exemption”).  The  Exchange  is 
proposing  to  amend  certain  of  its  rules 
to  expand  its  exemption  from  equity 
options  position  and  exercise  limits  and 
adopt  a  delta  hedging  exemption  from 
certain  index  options  position  limits.® 

The  “options  contract  equivalent  of 
the  net  delta”  of  a  hedged  equity  option 
position  is  subject  to  the  position  limits 
under  Rule  6.8,  subject  to  the 
availability  of  other  exemptions.^ 


3  See  Securities  Exchange  Act  Release  No.  57358 
(February  20,  2008),  73  FR  11173  (February  29, 

2008)  (SR-NYSEArca-2008-17). 

^The  term  “delta  neutral”  is  defined  in  Rule  6.8, 
Commentary  .07(iii)(a)  as  referring  to  an  equity 
option  position  that  is  hedged,  in  accordance  with 
a  permitted  pricing  model,  by  a  position  in  the 
underlying  seemity  or  one  or  more  instruments 
relating  to  the  underlying  security,  for  the  purpose 
of  offsetting  the  risk  that  the  value  of  the  option 
position  will  change  with  incremental  changes  in 
the  price  of  the  security  underlying  the  option 
position. 

5  Permitted  pricing  model  is  defined  in  Rule  6.8, 
Commentary  .07(iii)(c). 

®The  amendments  propmsed  herein  are  similar  to 
changes  approved  for  the  Chicago  Board  Options 
Exchange  (“CBOE”).  See  Securities  Exchange  Act  * 
Release  No.  62190  (May  27,  2010),  75  FR  31826 
(June  4,  2010)  (SR-CBOE-201 0-021).  See  also 
Securities  Exchange  Act  Release  No.  56970 
(December  14,  2007),  72  FR  72428  (December  20, 
2007)  (SR-CBOE-2007-099).  The  exemption  was 
extended  to  certain  customers  whose  accounts  are 
carried  by  a  member.  See  Securities  Exchange  Act 
Release  No.  60555  (August  21,  2009),  74  FR  43741 
(August  27,  2009)  (SR-CBOE-2009-039).  This 
proposed  rule  filing  is  being  done  pursuant  to  an 
industry-wide  initiative,  under  the  auspices  of  the 
Intermarket  Surveillance  Group  (“ISG”),  to  establish 
comparable  delta-hedge  exemption  rules  among 
exchanges. 

2  The  term  “options  contract  equivalent  of  the  net 
delta”  is  defined  in  Rule  6.8,  Commentary  .07(iii)(b) 
as  the  net  delta  divided  by  the  number  of  shares 
underlying  the  option  contract.  The  term  “net  delta” 
is  defined  in  the  same  rule  to  mean,  at  any  time, 
the  number  of  shares  (either  long  or  short)  required 

Continued 
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Currently,  the  Exemption  only  is 
available  for  securities  that  directly 
underlie  the  applicable  option  position. 
This  means  that  with  respect  to  options 
on  exchange-traded  funds  (“ETF 
options”),  index  options  overlying  the 
same  index  on  which  the  ETF  is  based 
currently  cannot  be  combined  with  the 
ETF  options  to  calculate  a  net  delta  for 
purposes  of  the  Exemption. 

Many  ETF  options  overlie  exchange- 
traded  funds  that  track  the  performance 
of  an  index.  For  example,  options  on 
Standard  &  Poor’s  Depositary  Receipts 
(“SPY”)  track  the  performance  of  the 
S&P  500  index.  Market  participants 
often  hedge  SPY  options  with  options 
on  the  S&P  500  Index  (“SPX  options”)  or 
with  other  financial  instruments  based 
on  the  S&P  500  Index  for  risk 
management  purposes.  The  Exchange 
believes  that  in  order  for  eligible  market 
participants  to  more  fully  benefit  from 
the  Exemption  as  it  relates  to  ETF 
options,  securities  and  other 
instruments  that  are  based  on  the  same 
underlying  ETF  or  the  same  ihdex  on 
which  the  ETF  is  based  should  also  be 
included  in  any  determination  of  an 
ETF  option  position’s  net  delta  or 
whether  the  options  position  is  hedged 
delta  neutral.® 

Accordingly,  the  Exchange  proposes 
to'expand  the  Exemption  by  amending 
Rule  6.8,  Commentary  .07(iii)(a)  to 
permit  equity  option  positions  for 
which  the  underlying  security  is  an  ETF 
that  is  based  on  the  same  index  as  an 
index  option  to  be  combined  with  an 
index  option  position  for  calculation  of 
the  delta-based  equity  hedge  exemption. 
The  proposed  rule  would  allow 
financial  products  such  as  securities 
index  options,  index  futures,  and 
options  on  index  futures  to  be  included 
along  with  the  ETF  in  an  equity  option’s 
net  delta  calculation.  So  for  example, 
the  proposed  rule  would  allow  SPY 
options  to  be  hedged  not  only  with  SPY 
shares,  but  with  S&P  500  options,  S&P 
500  futures,  options  on  S&P  500  futures 
dr  any  other  instrument  that  tracks  the 
performance  of  or  is  based  on  the  S&P 
500  index.  This  would  be  accomplished 
by  including  such  positions  with  a 
related  index  option  position  in 
accordance  with  the  Delta-Based  Index 
Hedge  Exemption  rule  proposed  below. 

Index  options  and  equity  options  (I'.e., 
ETF  options)  that  are  eligible  to  be 
combined  for  computing  a  delta-based 
hedge  exemption,  along  with  all 


to  offset  the  risk  that  the  value  of  an  equity  option 
position  will  change  with  incremental  changes  in 
the  price  of  the  security  underlying  the  option 
position,  as  determined  in  accordance  with  a 
permitted  pricing  model. 

*  However,  this  would  not  include  baskets  of 
securities  for  purposes  of  the  Exemption. 


securities  and/or  other  instruments  that 
are  based  on  or  track  the  performance  oSt 
the  same  underlying  security  or  index, 
will  be  grouped  and  the  net  delta  and 
options  contract  equivalent  of  the  net 
delta  will  be  calculated  for  each 
respective  option  class  based  on  offsets 
realized  from  the  grouping  as  a  whole. 

The  Exchange  proposes  to  amend  the 
definition  of  “net  delta”  in  Rule  6.8, 
Commentary  .07(iii)(b)  to  mean,  at  any 
time,  the  number  of  shares  and/or  other 
units  of  trade  ®  (either  long  or  short) 
required  to  offset  the  risk  that  the  value 
of  an  equity  option  position  will  change 
with  incremental  changes  in  the  price  of 
the  security  underlying  the  option 
position,  as  determined  in  accordance 
with  a  permitted  pricing  model.  The 
Exchange  proposes  to  amend  the 
definition  of  the  “option  contract 
equivalent  of  the  net  delta”  to  mean  the 
net  delta  divided  by  the  number  of 
shares  that  equate  to  one  option  contract 
on  a  delta  basis. 

Delta-Based  Index  Hedge  Exemption 

Most  index  options  traded  on  the 
Exchange  are  subject  to  position  and 
exercise  limits,  as  provided  under 
Exchange  Rules  5.15  and  5. 16(a). 
Position  limits  are  imposed,  generally, 
to  prevent  the  establishment  of  options 
positions  that  can  be  used  Or  might 
create  incentives  to  manipulate  or 
disrupt  the  underlying  market  so  as  to 
benefit  the  holder  of  the  options 
position. 

Index  options  are  often  used  by 
market  participants  such  as  institutional 
investors  to  hedge  large  portfolios. 
Exchange  rules  include  hedge 
exemptions  to  allow  certain  positions  in 
index  options  in  excess  of  the 
applicable  standard  position  limit  if 
hedged  with  an  Exchange-approved 
qualified  portfolio.^^  Under  Rule  5.17(a) 
(Broad-Based  Index  Hedge  Exemption), 
a  qualified  portfolio  may  consist  of 
common  stocks  or  securities  readily 
convertible  to  common  stock,  and/or  ' 
index  futures  contracts,  options  on 
index  futures  contracts,  or  long  or  short 
positions  in  index  options  or  index 
warrants  that  meet  certain  standards. 
Under  Rule  5.17(b)  (Industry  Index 


““Other  units  of  trade”  would  include,  for 
example,  options  or  futures  contracts  hedging  the 
relevant  option  position.  When  determining 
whether  an  ETF  option  hedged  with  other 
instruments  such  as  ETF  or  index  options  is  delta 
neutral,  the  relative  size  of  the  ETF  option  when 
compared  to  the  other  product  is  taken  into 
consideration.  For  example,  SPX  options  are  ten 
(10)  times  larger  than  SPY  options  thus  1  SPX  delta 
is  equivalent  to  .10  SPY  deltas. 

’“Rules  5.15  and  5.16(a)  provide  position  limits 
for  Broad-Based  Index  Options  and  Industry  Index 
Options,  respectively. 

”  See  Rule  5.17(a)  (Broad-Based  Index  Hedge 
Exemption)  and  Rule  5.17(b)  (Industry  Index  Hedge 
Exemption). 


Hedge  Exemption),  a  qualified  portfolio 
may  consist  only  of  underlying 
component  stocks  or  in  securities 
readily  convertible  to  such  component 
stocks.  In  the  case  of  both  hedge 
exemptions,  the  maximum  size  of  the 
exempt  position  is  set  at  a  specified 
maximum  number  of  contracts. 

The  Exchange  believes  that  any  limit 
on  the  ability  of  market  participants  to 
use  index  options  to  hedge  their 
portfolios  exposes  market  participants 
to  unnecessary  risk  on  the  unhedged 
portion  of  their  portfolios.  The 
Exchange  proposes  to  adopt  a  delta- 
based  exemption  from  index  option 
position  and  exercise  limits  that  is 
substantially  similar  to  the  delta-based 
equity  hedge  exemption  under  Rule  6.8, 
Commentary  .07(iii).  A  delta-based 
index  hedge  exemption  would  provide 
market  participants  the  ability  to 
accumulate  an  unlimited  number  of 
index  options  contracts  provided  that 
such  contracts  are  properly  delta  hedged 
in  accordance  with  the  requirements  of 
the  exemption. 

Proposed  Exemption.  The  Exchange 
proposes  to  adopt  an  exemption  from 
broad-based  index  options  position  and 
exercise  limits^^  for  positions  held  by 
OTP  Holders,  OTP  Firms,  and  certain  of 
their  affiliates  that  are  “delta  neutral”  (as 
defined  below)  under  a  “permitted 
pricing  model”  (as  defined  below), 
subject  to  certain  conditions  (“Index 
Exemption”).  The  Index  Exemption 
under  proposed  Rule  5.17(d)  would  also 
apply  to  Industry  Index  Options  under 
proposed  Rule  5.17(e). 

The  term  “delta  neutral”  is  defined  in 
proposed  Rule  5.17(d)(1)  as  referring  to 
an  index  option  position  that  is  hedged, 
in  accordance  with  a  permitted  pricing 
model,  by  a  position  in  one  or  more 
correlated  instruments  for  the  purpose 
of  offsetting  the  risk  that  the  value  of  the 
option  position  will  change  with 
incremental  changes  in  the  value  of  the 
underlying  index.  Correlated 
instruments  would  be  defined  to  mean 
securities  and/or  other  instruments  that 
track  the  performance  of  or  are  based  on 
the  same  underlying  index  as  the  index 
underlying  the  option  position.  These 
definitions  would  allow  financial 
products  such  as  ETF  options,  index 
futures,  options  on  index  futures  and 
ETFs  that  track  the  performance  of  or 
are  based  on  the  same  underlying  index 
to  be  included  in  an  index  option’s  net 
delta  calculation.!® 


’2  Exchange  Rule  5.18  establishes  exercise  limits 
for  an  index  option  at  the  same  level  as  the  index 
option’s  position  limit  under  index  options  po.sition 
limit  rules,  therefore  no  changes  are  proposed  to 
Rule  5.18. 

See  supra  note  8. 
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Any  index  option  position  that  is  not 
delta  neutral  would  be  subject  to 
position  and  exercise  limits,  subject  to 
the  availability  of  other  exemptions. 
Only  the  “options  contract  equivalent  of 
the  net  delta”  of  such  position  would  be 
subject  to  the  appropriate  position 
limit.^'‘ 

In  addition,  OTP  Holders  and  OTP 
Firms  could  not  use  the  same  positions 
in  correlated  instruments  in  connection 
with  more  than  one  hedge  exemption. 
Therefore,  a  position  in  correlated 
instruments  used  as  part  of  a  delta 
hedging  strategy  could  not  also  serve  as 
the  basis  for  any  other  index  hedge 
exemption. 

Permitted  Pricing  Model.  Under  the 
proposed  rule,  the  calculation  of  the 
delta  for  any  index  option  position,  and 
the  determination  of  whether  a 
particular  index  option  position  is 
hedged  delta  neutral,  must  be  made 
using  a  permitted  pricing  model.  A 
“permitted  pricing  model”  is  defined  in 
proposed  Rule  5.17(d)(3)  to  have  the 
same  meaning  as  defined  in  Rule  6.8, 
Commentary  .07(iii)(c),  namely,  (i)  the 
pricing  model  maintained  and  operated 
by  the  Options  Clearing  Corporation 
(“OCC”);  and  the  pricing  models 
maintained  and  used  by  (ii)  an  OTP 
Holder  or  OTP  Firm  subject  to 
consolidated  supervision  by  the  SEC 
pursuant  to  Appendix  E  of  SEC  Rule 
15c3-l;  (iii)  a  financial  holding 
company  (“FHC”)  or  a  company  treated 
as  an  FHC  under  the  Bank  Holding 
Company  Act  of  1956,  or  its  affiliate 
subject  to  consolidated  holding 
company  group  supervision;^®  (iv)  an 


Under  proposed  Rule  5.17(d)(2),  the  term 
“options  contract  equivalent  of  the  net  delta”  is 
defined  as  the  net  delta  divided  by  units  of  trade 
that  equate  to  one  option  contract  on  a  delta  basis, 
and  the  term  “net  delta”  is  defined  as,  at  any  time, 
the  number  of  shares  and/or  other  units  of  trade 
(either  long  or  short)  required  to  offset  the  risk  that 
the  value  of  an  index  option  position  will  change 
with  incremental  changes  in  the  value  of  the 
underlying  index,  as  determined  in  accordance 
with  a  permitted  pricing  model. 

'^The  pricing  model  of  an  FHC  or  of  an  affiliate 
of  an  FHC  would  have  to  be  consistent  with:  (i)  The 
requirements  of  the  Board  of  Governors  of  the 
Federal  Reserve  System  (“Fed”),  as  amended  from 
time  to  time,  in  connection  with  the  calculation  of 
risk-based  adjustments  to  capital  for  market  risk 
under  capital  requirements  of  the  Fed,  provided 
that  the  OTP  Holder  or  OTP  Firm  or  affiliate  of  an 
OTP  Holder  or  OTP  Firm  relying  on  this  exemption 
in  connection  with  the  use  of  such  model  is  an 
entity  that  is  part  of  such  company's  consolidated 
supervised  holding  company  group;  or  (ii)  the 
standards  published  by  the  Basel  Committee  on 
Banking  Supervision,  as  amended  from  time  to  time 
and  as  implemented  by  such  company’s  principal 
regulator,  in  connection  with  the  calculation  of  risk- 
based  deductions  or  adjustments  to  or  allowances 
for  the  market  risk  capital  requirements  of  such 
principal  regulator  applicable  to  such  company — 
where  “principal  regulator”  moans  a  member  of  the 
Basel  Committee  on  Banking  Supervision  that  is  the 
home  country  consolidated  supervisor  of  such 


SEC  registered  OTC  derivatives  dealer;^® 
and  (v)  a  national  bank.^^ 

Aggregation  of  Accounts.  OTP 
Holders  and  OTP  Firms  (and  affiliates 
thereof)  relying  on  the  Index  Exemption 
would  be  required  to  ensure  that  the 
permitted  pricing  model  is  applied  to  all 
positions  in  correlated  instruments 
hedging  the  relevant  option  position 
that  are  owned  or  controlled  by  the  OTP 
Holder  or  OTP  Firm  (or  affiliate  thereof). 

However,  the  net  delta  of  an  index 
option  position  held  by  an  entity 
entitled  to  rely  on  the  Index  Exemption, 
or  by  a  separate  and  distinct  trading  unit 
of  such  entity,  may  be  calculated 
without  regard  to  positions  in  correlated 
instruments  held  by  an  affiliated  entity 
or  by  another  trading  unit  within  the 
same  entity,  provided  that:  (i)  The  entity 
demonstrates  to  the  Exchange’s 
satisfaction  that  no  control  relationship, 
as  defined  in  Rule  6.8,  Commentary 
.07(iii)(d)(2)(l),  exists  between  such 
affiliates  or  trading  units,  and  (ii)  the 
entity  has  provided  the  Exchange 
written  notice  in  advance  that  it  intends 
to  be  considered  separate  and  distinct 
from  any  affiliate,  or,  as  applicable, 
which  trading  units  within  the  entity 
are  to  be  considered  separate  and 
distinct  from  each  other  for  purposes  of 
the  Index  Exemption. The  Exchange 
has  set  forth  in  an  Exchange  issued 
Option  Regulatory  Bulletin  (“RBO”)  the 
conditions  under  which  it  will  deem  no 
control  relationship  to  exist  between 
affiliated  broker-dealers  and  between 
separate  and  distinct  trading  units 
within  the  same  broker-dealer. 


company — provided  that  the  OTP  Holder  or  OTP 
Firm  or  affiliate  of  an  OTP  Holder  or  OTP  Firm 
relying  on  this  exemption  in  connection  with  the 
use  of  such  model  is  an  entity  that  is  part  of  such 
company’s  consolidated  supervised  holding 
company  group.  See  subparagraph  (3)  of  proposed 
Rule  5.17(d).  which  incorporates  Rule  6.8, 
Commentary  .07(iii)(c). 

"*The  pricing  model  of  an  SEC  registered  OTC 
derivatives  dealer  would  have  to  be  consistent  with 
the  requirements  of  Appendix  F  to  SEC  Rule  15c3- 
1  and  SEC  Rule  15c3— 4  under  the  Act,  as  amended 
from  time  to  time,  in  connection  with  the 
calculation  of  risk-based  deductions  from  capital  for 
market  risk  thereunder.  Only  an  OTC  derivatives 
dealer  and  no  other  affiliated  entity  (including  an 
OTP  Holder  or  OTP  Firm)  would  be  able  to  rely  on 
this  part  of  the  Exemption.  See  subparagraph  (3)  of 
proposed  Rule  5.17(d),  which  incorporates  Rule  6.8, 
Commentary  .07(iii)(c). 

’^The  pricing  model  of  a  national  bank  would 
have  to  be  consistent  with  the  requirements  of  the 
Office  of  the  Comptroller  of  the  Currency,  as 
amended  from  time  to  time,  in  connection  with  the 
calculation  of  risk-based  adjustments  to  capital  for 
market  risk  under  capital  requirements  of  the  Office 
of  the  Comptroller  of  the  Currency.  Only  a  national 
bank  and  no  other  affiliated  entity  (including  an 
OTP  Holder  or  OTP  Firm)  would  be  able  to  rely  on 
this  part  of  the  Exemption.  See  subparagraph  (3)  of 
proposed  Rule  5.17(d),  which  incorporates  Rule  6.8, 
Commentary  .07(iii)(c). 

’"See  subparagraph  (4)  of  proposed  Rule  5.17(d). 


Any  OTP  Holder  or  OTP  Firm  (or 
affiliate  thereof)  relying  on  the  Index 
Exemption  must  designate,  by  prior 
written  notice  to  the  Exchange,  each 
trading  unit  or  entity  whose  options 
positions  are  required  by  Exchange  rules 
to  be  aggregated  with  the  options 
positions  of  such  OTP  Holder  or  OTP 
Firm  (or  affiliate  thereof)  relying  on  the 
Index  Exemption  for  purposes  of 
compliance  with  Exchange  position  or 
exercise  limits.^® 

Obligations  of  OTP  Holders,  OTP 
Firms  and  Affiliates.  Any  OTP  Holder  or 
OTP  Firm  relying  on  the  Index 
Exemption  would  be  required  to 
provide  a  written  certification  to  the 
Exchange  that  it  is  using  a  permitted 
pricing  model  as  defined  in  the  rule  for 
purposes  of  the  Index  Exemption.  In 
addition,  by  such  reliance,  such  OTP 
Holder  or  OTP  Firm  would  authorize 
any  other  person  carrying  for  such  OTP 
Holder  or  OTP  Firm  an  account 
including,  or  with  whom  such  OTP 
Holder  or  OTP  Firm  has  entered  into,  a 
position  in  a  correlated  instrument 
hedging  the- relevant  option  position  to 
provide  to  the  Exchange Tir  OCC  such 
information  regarding  such  account  or 
position  as  the  Exchange  or  OCC  may 
request  as  part  of  the  Exchange’s 
confirmation  or  verification  of  the 
accuracy  of  any  net  delta  calculation 
under  this  exemption. 2<> 

The  index  option  positions  of  a  non- 
OTP  Holder  or  non-OTP  Firm  relying  on 
the  Index  Exemption  must  be  carried  by 
an  OTP  Holder  or  OTP  Firm  with  which 
it  is  affiliated.  An  OTP  Holder  or  OTP 
Firm  carrying  an  account  that  includes 
an  index  option  position  for  an  affiliate 
that  intends  to  rely  on  the  Index 
Exemption  would  be  required  to  obtain 
from  such  affiliate  a  written  certification 
that  it  is  using  a  permitted  pricing 
model  as  defined  in  the  rule  for 
purposes  of  the  index  Exemption. 


’"See  proposed  Rule  5.17(d)(4)(C). 

■“’See  subparagraph  (5)  of  proposed  Rule  5.17(d). 

In  addition,  the  OTP  Holder  or  OTP  Firm 
would  be  required  to  obtain  from  such  affiliate  a 
written  statement  confirming  that  such  affiliate:  (a) 
Is  relying  on  the  Index  Exemption;  (b)  will  u,se  only 
a  permitted  pricing  model  for  purposes  of 
calculating  the  net  delta  of  its  option  positions  for 
purposes  of  the  Index  Exemption;  (c)  will  promptly 
notify  the  OTP  Holder  or  OTP  Firm  if  it  ceases  to 
rely  on  the  Index  Exemption;  (d)  authorizes  the 
OTP  Holder  or  OTP  Firm  to  provide  to  the 
Exchange  or  the  OCC  such  information  regarding 
positions  of  the  affiliate  as  the  Exchange  or  OCC 
may  request  as  part  of  the  Exchange’s  confirmation 
or  verification  of  the  accuracy  of  any  net  delta 
calculation  under  the  Index  Exemption;  and  (e)  if 
the  affiliate  is  using  the  OCC  Model,  has  duly 
executed  and  delivered  to  the  Exchange  such 
documents  as  the  Exchange  may  require  to  be 
executed  and  delivered  to  the  Exchange  as  a 
condition  to  reliance  on  the  Exemption.  See 
subparagraph  (5)(C)  of  proposed  Rule  5.17(d). 
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Reporting.  Under  proposed  Rule 
5.17(d)(6),  each  OTP  Holder  or  OTP 
Firm  relying  on  the  Index  Exemption 
would  be  required  to  report,  in 
accordance  with  Rule  (j)  gU  index 
option  positions  (including  those  that 
are  delta  neutral)  that  are  reportable 
thereunder,  and  (ii)  on  its  own  behalf  or 
on  behalf  of  a  designated  aggregation 
unit  pursuant  to  Rule  5.17(d)(4),  for 
each  such  account  that  holds  an  index 
option  position  subject  to  the  Index 
Exemption  in  excess  of  the  levels 
specified  in  Rule  5.15  (and  Rule  5.16(a), 
in  the  case  of  Industry  Index  Options) 
the  net  delta  and  the  options  contract 
equivalent  of  the  net  delta  of  such 
position. 

Records.  Under  proposed  Rule 
5.17(d)(7).  each  OTP  Holder  or  OTP 
Firm  relying  on  the  Index  Exemption 
would  be  required  to  (i)  retain,  and 
would  be  required  to  undertake 
reasonable  efforts  to  ensure  that  any 
affiliate  of  the  OTP  Holder  or  OTP  Firm 
relying  on  the  Index  Exemption  retains, 
a  list  of  the  options,  securities  and  other 
instruments  underlying  each  options 
position  net  delj^  calculation  reported 
to  the  Exchange  hereunder,  and  (ii) 
produce  such  information  to  the 
Exchange  upon  request. ^3 

Reliance  on  Federal  Oversight.  As 
provided  under  proposed  Rule  5.17(3), 
a  permitted  pricing  model  includes 
proprietary  pricing  models  used  by  OTP 
Holders,  OTP  Firms  and  affiliates  that 
have  been  approved  by  the  SEC,  the  Fed 
or  another  federal  financial  regulator.  In 
adopting  the  proposed  Index  Exemption 
the  Exchange  would  be  relying  upon  the 
rigorous  approval  processes  and 
ongoing  oversight  of  a  federal  financial 
regulator.  The  Exchange  notes  that  it 
would  not  be  under  any  obligation  to 
verify  whether  an  OTP  Holder’s  or  OTP 
Firm’s  (or  affiliate  thereof)  use  of  a 
proprietary  pricing  model  is  appropriate 
or  yielding  accurate  results. 

The  Exfmange  will  announce  the 
effective  date  of  the  proposed  rule 
change  in  a  regulatory  circular  to  be 
published  no  later  than  60  days. after 
Commission  approval.  The  effective 
date  shall  be  no  later  than  30  days  after 
publication  of  the  regulatory  circular. 

2.  Statutory  Basis 

The  Exchange  believes  that  this 
proposed  rule  change  is  consistent  with 


Exchange  Rule  6.6  requires,  among  other 
things,  that  OTP  Holders  and  OTP  Firms  report  to 
the  Exchange  aggregate  long  or  short  positions  on 
the  same  side  of  the  market  of  200  or  more  contracts 
of  any  single  class  of  options  contracts  dealt  in  on 
the  Exchange. 

An  OTP  Holder  or  OTP  Firm  would  be 
authorized  to  report  position  information  of  its 
affiliate  pursuant  to  the  written  statement  required 
under  proposed  Rule  5.17(dK5)(C){ii)(d).  ' 


Section  6(b)  of  the  Securities  Exchange 
Act  of  1934  (“Act”),^'*  in  general,  and 
furthers  the  objectives  of  Section  6(b)(5) 
of  the  Act  in  particular,  in  that  it  is 
designed  to  prevent  fraudulent  and 
manipulative  acts  and  practices, 
promote  just  and  equitable  principles  of 
trade,  remove  impediments  to  and 
perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest.  The 
Exchange  believes  that  allowing 
correlated  instruments  to  be  included  in 
the  calculation  of  an  equity  option’s  net 
delta  would  enable  eligible  market 
participants  to  more  fully  realize  the 
benefit  of  the  delta  based  equity  hedge 
exemption.  The  proposed  delta-based 
index  hedge  exemption  would  be 
substantially  similar  to  the  delta-based 
equity  hedge  exemption  under  Rufe  6.8, 
Commentary  .07(iii).  Also,  the 
Commission  has  previously  stated  its 
support  for  recognizing  options 
positions  hedged  on  a  delta  neutral 
basis  as  properly  exempted  from 
positions  limits. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

No  written  comments  were  solicited 
or  received  with  respect  to  the  proposed 
rule  change. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  foregoing  rule  change 
does  not:  (1)  Significantly  affect  the 
protection  of  investors  or  the  public 
interest:  (2)  impose  any  significant 
burden  on  competition:  and  (3)  become 
operative  for  30  days  after  the  date  of 
this  filing,  or  such  shorter  time  as  the 
Commission  may  designate,  it  has 
become  effective  pursuant  to  Section 
19(b)(3)(A)  of  the  Act  and  Rule  19b- 
4(f)(6)  thereunder.2« 

A  proposed  rule  change  filed  under 
19b-^(f)(6)  normally  may  not  become 


^“15  U.S.C.  78f(b). 

25  15U.S.C.  78f(b)(5). 

26  See  Securities  Exchange  Act  Release  No.  40594 
(October  23,  1998),  63  FR  59362,  59380  (November 
3, 1998)  (adopting  rules  relating  to  OTC  Derivatives 
Dealers). 

2M5  U.S.C.  78s(b)(3)(A). 

28  17  CFR  240.19b-4(f)(6). 


operative  prior  to  30  days  after  the  date 
of  filing.29  However,  Rule  19b- 
4(f)(6)(iii)  permits  the  Commission  to 
designate  a  shorter  time  if  such  action 
is  consistent  with  the  protection  of 
investors  and  the  public  interest.  The 
Exchange  has  requested  that  the 
Commission  waive  the  30-day  operative 
delay.  The  Commission  believes  that 
waiving  the  30-day  operative  delay  is 
consistent  with  the  protection  of 
investors  and  the  public  interest.  The 
Commission  notes  that  it  has  approved 
a  substantially  similar  proposal  filed  by 
the  Chicago  Board  Options  Exchange, 
Incorporated, 31  and  therefore  believes 
that  no  significant  purpose  is  served  by 
a  30-day  operative  delay.  For  these 
reasons,  the  Commission  designates  tbe 
proposed  rule  change  to  be  operative 
upon  filing  with  the  Commission. 32 

At  any  time  Within  60  days  of  the 
filing  of  such  proposed  rule  change  the 
Commission  summarily  may 
temporarily  suspend  such  rule- change  if 
it  appears  to  the  Commission  that  such 
action  is  necessary  or  appropriate  in  the 
public  interest,  for  the  protection  of 
investors  or  otherwise  in  furtherance  of 
the  purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  cohcerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  {,http://wwn\'.sec.gov/ 
rules/sro.shtmiy,  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSEArca-2010-99  on  the 
subject  line. 


28 17  CFR  240.19b-4(f)(6)(iii).  In  addition.  Rule 
19b-4(f)(6)(iii)  requires  that  a  self-regulatory 
organization  submit  to  the  Commission  written 
notice  of  its  intent  to  file  the  proposed  rule  change, 
along  with  a  brief  description  and  text  of  the 
proposed  rule  change,  at  least  five  business  days 
prior  to  the  date  of  filing  of  the  proposed  rule 
change,  or  such  shorter  time  as  designated  by  the 
Commission.  The  Exchange  has  satisfied  this 
requirement. 

™/d. 

2'  See  Securities  Exchange  Act  Release  No.  62190 
(May  27,  2010),  75  FR  31826  (June  4,  2010)  (SR- 
CBOE-2010-21).  See  also  Securities  Exchange  Act 
Release  Nos.  62504  (July  15,  2010),  75  FR  42797 
(July  22,  2010)  (SR-PHLX-2010-93):  and  63077 
(October  12.  2010),  75  FR  63870  (October  18,  2010) 
{SR-ISE-2010-97). 

22  For  the  purposes  only  of  waiving  the  30-day 
operative  delay,  the  Commission  has  considered  the 
proposed  rule’s  impact  on  efficiency,  competition, 
and  capital  formation.  See  15  U.S.C.  78c(f). 
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Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NYSEArca-2010-99.  This 
file  number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http://www.sec.gov/ 
rules/ sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room  on  official  business  days  between 
the  hours  of  10  a.m.  and  3  p.m.  Copies 
of  such  filing  also  will  be  available  for 
website  viewing  and  printing  at  the 
principal  office  of  the  Exchange.  All 
comments  received  will  be  posted 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  available  publicly.  All 
submissions  should  refer  to  File 
Number  SR-NYSEArca-2(X10-99  and 
should  be  submitted  bn  or  before 
December  15,  2010. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 

authority. 33 

Florence  E.  Harmon, 

Deputy  Secretary. 

[FRDoc.  2010-29593  Filed  11-23-10;  8:45  am] 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-63337;  File  No.  SR- 
NYSE  Amex-201 0-1 04] 

Self-Regulatory  Organizations;  NYSE 
Amex  LLC;  Notice  of  Filing  and 
Immediate  Effectiveness  of  Proposed 
Rule  Change  Expanding  the  Delta 
Hedging  Exemption  Available  for 
Equity  Options  Position  Limits  and 
Adopting  a  Delta  Hedging  Exemption 
From  Certain  Index  Options  Position 
Limits 

November  18,  2010. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934  (the 
“Act”), 3  and  Rule  19b-4  thereunder,^ 
notice  is  hereby  given  that  on  November 
5,  2010,  NYSE  Amex  LLC  (the 
“Exchange”  or  “NYSE  Amex”)  filed  with 
the  Securities  and  Exchange 
Commission  (the  “Commission”)  the 
proposed  rule  change  as  described  in 
Items  I  and  II  below,  which  Items  have 
been  prepared  by  the  self-regulatory 
organization.  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 

I.  Self-Regulatory  Organizatioiv’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  (i)  expand 
the  delta  hedging  exemption  available 
for  equity  options  position  limits  and 
(ii)  adopt  a  delta  hedging  exemption 
from  certain  index  options  position 
limits.  The  text  of  the  proposed  rule 
change  is  available  at  the  Exchange,  the 
Commission’s  Public  Reference  Room, 
on  the  Commission’s  Web  site  at 
http://www.sec.gov,  and  http:// 
www.nyse.com. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  oft  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of, 
and  basis  for,  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  Exchange  has  prepared  summaries, 
set  forth  in  Sections  A,  B  and  C  below, 
of  the  most  significant  parts  of  such 
statements. 


M5  U.S.C.  78s{b)(l). 
2  17  CFR  240.19b-4. 


A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

I.  Expansion  of  Delta-Based  Equity 
Hedge  Exemption 

On  March  4,  2008,3  Exchange 
submitted  a  proposed  rule  change  with 
the  Commission  establishing  an 
exemption  from  equity  options  position 
and  exercise  limits  for  positions  held  by 
Exchange  members,  member 
organizations  and  certain  of  their 
affiliates,  that  are  “delta  neutral”  under 
a  “Permitted  Pricing  Model,”®  subject  to 
certain  conditions  (“Exemption”).-The 
Exchange  is  proposing  to  amend  certain 
of  its  rules  to  expand  its  exemption  from 
equity  options  position  and  exercise 
limits  and  adopt  a  delta  hedging 
exemption  from  certain  index  options 
position  limits.** 

The  “options  contract  equivalent  of 
the  net  delta”  of  a  hedged  equity  option 
position  is  subject  to  the  position  limits 
under  Rule  904,  Commentary  .10, 
subject  to  the  availability  of  other 
exemptions.^  Currently,  the  Exemption 
only  is  available  for  securities  that 
directly  underlie  the  applicable  option 


3  See  Securities  Exchange  Act  Release  No.  57502 
(March  14,  2008),  73  FR  15225  (March  21.  2008) 
(SR-Amex-2008-1 8). 

^The  torni  “delta  neutral”  is  defined  in  Rule  904. 
Commentary  .10(a)  as  referring  to  an  equity  option 
position  that  is  hedged,  in  accordance  with  a 
Permitted  Pricing  Model,  hy  a  position  in  the 
underlying  security  or  one  or  more  instruments 
relating  to  the  underlying  security,  for  the  purpose 
of  offsetting  the  risk  that  the  value  of  the  option 
position  will  change  with  incremental  changes  in 
the  price  of  the  .security  underlying  the  option 
position. 

3  Permitted  Pricing  Model  is  defined  in  Rule  904, 
Commentary  .10(e). 

•'The  amendments  proposed  herein  are  similar  to 
changes  approved  for  the  Chicago  Board  Options 
Exchange  (“CBOE”).  See  Sec:urities  Exchange  Act 
Release  No.  62190  (May  27,  2010),  75  FR  31826 
(June  4,  2010)  (SR-CB6E-2010-021).  See  also 
Securities  Exchange  Act  Release  No.  56970 
(December  14,  2007),  72  FR  72428  (December  20, 
2007)  (SR-CBOE-2007-099).  The  exemption  was 
extended  to  certain  custpmers  whose  accounts  are 
carried  by  a  member.  See  Securities  Exchange  Act 
Release  No.  60555  (August  21,  2009),  74  FR  43741 
(August  27,  2009)  (SR-CBOE-2009-039).  This 
proposed  rule  filing  is  being  done  pursuant  to  an 
industry-wide  initiative,  under  the  auspices  of  the 
Intermarket  Surveillance  Group  (“ISG”),  to  establish 
comparable  delta-hedge  exemption  rules  among 
exchanges. 

2  The  term  “options  contract  equivalent  of  the  net 
delta”  is  defined  in  Rule  904,  Commentary  .10(c)  as 
the  net  delta  divided  by  the  number  of  shares 
underlying  the  option  contract.  The  term  “net  delta” 
is  defined  in  the  same  rule  to  mean,  at  any  time, 
the  number  of  shares  (either  long  or  short)  required 
to  offset  the  risk  that  the  value  of  an  equity  option 
position  will  change  with  incremental  changes  in 
the  price  of  the  security  underlying  the  option 
position,  as  determined  in  accordance  with  a 
Permitted  Pricing  Model. 


71778 


Federal  Register/ Vol.  75,  No.  226 /Wednesday,  November  24,  2010 /Notices 


position.  This  means  that  with  respect 
to  options  on  exchange-traded  funds 
(“ETF  options”),  index  options  overlying 
the  same  index  on  which  the  ETF  is 
based  currently  cannot  be  combined 
with  the  ETF  options  to  calculate  a  net 
delta  for  purposes  of  the  Exemption. 

Many  ETF  options  overlie  exchange- 
traded  funds  that  track  the  performance 
of  an  index.  For  example,  options  on 
Standard  &  Poor’s  Depositary  Receipts 
(“SPY”)  track  the  performance  of  the 
S&P  500  index.  Market  participants 
often  hedge  SPY  options  with  options 
on  the  S&P  500  Index  (“SPX  options”)  or 
with  other  financial  instruments  based 
on  the  S&P  500  Index  for  risk 
management  purposes.  The  Exchange 
believes  that  in  order  for  eligible  market 
participants  to  more  fully  benefit  from 
the  Exemption  as  it  relates  to  ETF 
options,  securities  and  other 
instruments  that  are  based  on  the  same 
underlying  ETF  or  the  same  index  on 
which  the  ETF  is  based  should  also  be 
included  in  any  determination  of  an 
ETF  option  position’s  net  delta  or 
whether  the  options  position  is  hedged 
delta  neutral.® 

Accordingly,  the  Exchange  proposes 
to  expand  the  Exemption  by  amending 
Rule  904,  Commentary  .10(a)  to  permit 
equity  option  positions  for  which  the 
underlying  security  is  an  ETF  that  is 
based  on  the  same  index  as  an  index 
option  to  be  combined  with  an  index 
option  position  for  calculation  of  th6 
delta-based  equity  hedge  exemption. 

The  proposed  rule  would  allow 
hnancial  products  such  as  securities 
index  options,  index  futures,  and 
options  on  index  futures  to  be  included 
along  with  the  ETF  in  an  equity  option’s 
net  delta  calculation.  So  for  example, 
the  proposed  rule  would  allow  SPY 
options  to  be  hedged  not  only  with  SPY 
shares,  but  with  S&P  500  options,  S&P 
500  futures,  options  on  S&P  500  futures 
or  any  other  instrument  that  tracks  the 
performance  of  or  is  based  on  the  S&P 
500  index.  This  would  be  accomplished 
hy  including  such  positions  with  a 
related  index  option  position  in 
accordance  with  the  Delta-Based  Index 
Hedge  Exemption  rule  proposed  below. 

Index  options  and  equity  options  (i.e., 
ETF  options)  that  are  eligible  to  be 
combined  for  computing  a  delta-based 
hedge  exemption,  along  with  all 
securities  and/or  other  instruments  that 
are  based  on  or  track  the  performance  of 
the  same  underlying  security  or  index,, 
will  be  grouped  and  the  net  delta  and 
options  contract  equivalent  of  the  net 
delta  will  be  calculated  for  each 


®  However,  this  would  not  include  baskets  of 
securities  for  purposes  of  the  Exemption. 


respective  option  class  based  on  offsets 
realized  from  the  grouping  as  a  whole. 

The  Exchange  proposes  to  amend  the 
definition  of  “net  delta”  in  Rule  904, 
Commentary  .10(b)  to  mean,  at  any  time, 
the  number  of  shares  and/or  other  units 
of  trade  ®  (either  long  or  short)  required 
to  offset  the  risk  that  the  value  of  an 
equity  option  position  will  change  with 
incremental  changes  in  the  price  of  the 
security  underlying  the  option  position, 
as  determined  in  accordance  with  a 
Permitted  Pricing  Model.  The  Exchange 
proposes  to  amend  the  definition  of  the 
“option  contract  equivalent  of  the  net 
delta”  to  mean  the  net  delta  divided  by 
the  number  of  shares  that  equate  to  one 
option  contract  on  a  delta  basis. 

II.  Delta-Based  Index  Hedge  Exemption 

Most  index  options  traded  on  the 
Exchange  are  subject  to  position  and 
exercise  limits,  as  provided  under  Rules 
904C(b)  and  905C(c).^°  Position  limits 
are  imposed,  generally,  to  prevent  the 
establishment  of  options  positions  that 
can  be  used  or  might  create  incentives 
to  manipulate  or  disrupt  the  underlying 
market  so  as  to  benefit  the  holder  of  the 
options  position. 

Index  options  are  often  used  by 
market  participants  such  as  institutional 
investors  to  hedge  large  portfolios. 
Exchange  rules  include  hedge 
exemptions  to  allow  certain  positions  in 
index  options  in  excess  of  the 
applicable  standard  position  limit  if 
hedged  with  an  Exchange-approved 
qualified  portfolio.” 

The  Exchange  believes  that  any  limit 
on  the  ability  of  market  participants  to 
use  index  options  to  hedge  their 
portfolios  exposes  market  participants 
to  unnecessary  risk  on  the  unhedged 
portion  of  their  portfolios.  The 
Exchange  proposes  to  adopt  a  delta- 
based  exemption  from  index  option 
position  and  exercise  limits  that  is 
substantially  similar  to  the  delta-based 
equity  hedge  exemption  under  Rule  904, 
Commentary  .10.  A  delta-based  index 
hedge  exemption  would  provide  market 
participants  the  ability  to  accumulate  an 
unlimited  number  of  index  options 
contracts  provided  that  such  contracts 


®  “Other  "units  of  trade”  would  include,  for 
example,  options  or  futures  contracts  hedging  the 
relevant  option  position.  When  determining 
whether  an  ETF  option  hedged  with  other 
instruments  such  as  ETF  or  index  options  is  delta 
neutral,  the  relative  size  of  the  ETF  option  when 
compared  to  the  other  product  is  taken  into 
consideration.  For  example,  SPX  options  are  ten 
(10)  times  larger  than  SPY  options  thus  1  SPX  delta 
is  equivalent  to  .10  SPY  deltas. 

Rules  904C(b)  and  904C(c)  provide  position 
limits  for  Broad  Stock  Index  Group  Options  and 
Stock  Index- Industry  Group  Options,  respectively. 

”  See  Commentary  .01-.03  to  Rule  904C. 


are  properly  delta  hedged  in  accordance 
wdth  the  requirements  of  the  exemption. 

Proposed  Exemption.  The  Exchange 
proposes  to  adopt  an  exemption  from 
broad  stock  index  group  options 
position  and  exercise  limits  for 
positions  held  by  members,  member 
organizations  and  certain  of  their  non¬ 
member  affiliates  that  are  “delta  neutral” 
(as  defined  below)  under  a  “Permitted 
Pricing  Model”  (as  defined  below), 
subject  to  certain  conditions  (“Index 
Exemption”).  The  Index  Exemption 
under  proposed  Rule  904C, 

Commentary  .06  would  also  apply  to 
Industry  Index  Options  under  proposed 
Rule  904C,  Commentary  .07. 

The  term  “delta  neutral”  is  defined  in 
proposed  Rule  904C,  Commentary  .06(a) 
as  referring  to  an  index  option  position 
that  is  hedged,  in  accordance  with  a 
Permitted  Pricing  Model,  by  a  position 
in  one  or  more  correlated  instruments 
for  the  purpose  of  offsetting  the  risk  that 
the  value  of  the  option  position  will 
change  with  incremental  changes  in  the 
value  of  the  underlying  index. 
Correlated  instruments  would  be 
defined  to  mean  securities  and/or  other 
instruments  that  track  the  performance 
of  or  are  based  on  the  same  underlying 
index  as  the  index  underlying  the 
option  position.  These  definitions 
would  allow  financial  products  such  as 
ETF  options,  index  futures,  options  on 
index  futures  and  ETFs  that  track  the 
performance  of  or  are  based  on  the  same 
underlying  index  to  be  included  in  an 
index  option’s  net  delta  calculation.^® 

Any  index  option  position  that  is  not 
delta  neutral  would  be  subject  to 
position  and  exercise  limits,  subject  to 
the  availability  of  other  exemptions. 
Only  the  “options  contract  equivalent  of 
the  net  delta”  of  such  position  would  be 
subject  to  the  appropriate  position 
limit.®4 

In  addition,  members  and  member 
organizations  could  not  use  the  same 
positions  in  correlated  instruments  in 
connection  with  more  than  one  hedge 
exemption.  Therefore,  a  position  in 
correlated  instruments  used  as  part  of  a 
delta  hedging  strategy  could  not  also 


Exchange  Rule  905C  establishes  exercise  limits 
for  an  index  option  at  the  same  level  as  the  index 
option’s  position  limit  under  index  options  position 
limit  rules,  therefore  no  changes  are  proposed  to 
Rule  905C. 

See  supra  note  8. 

’♦Under  proposed  Rule  904C,  Commentary 
.06(b),  the  term  “options  contract  equivalent  of  the 
net  delta”  is  defined  as  the  net  delta  divided  by 
units  of  trade  that  equate  to  one  option  contract  on 
a  delta  basis,  and  the  term  “net  delta”  is  defined  as, 
at  any  time,  the  number  of  shares  and/or  other  units 
of  trade  (either  long  or  short)  required  to  offset  the 
risk  that  the  value  of  an  index  option  position  will 
change  with  incremental  changes  in  the  value  of  the 
underlying  index,  as  determined  in  accordance 
with  a  Permitted  Pricing  Model.  , 
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serve  as  the  basis  for  any  other  index 
hedge  exemption. 

Permitted  Pricing  Model.  Under  the 
proposed  rule,  the  calculation  of  the 
delta  for  any  index  option  position,  and 
the  determination  of  whether  a 
particular  index  option  position  is 
hedged  delta  neutral,  must  be  made 
using  a  Permitted  Pricing  Model.  A 
“Permitted  Pricing  Model”  is  defined  in 
proposed  Rule  904C,  Commentary  .06(c) 
to  have  the  same  meaning  as  defined  in 
Rule  904,  Commentary  .10(e),  namely, 

(i)  The  pricing  model  maintained  and 
operated  by  the  Options  Clearing 
Corporation  (“OCC”);  and  the  pricing 
models  maintained  and  used  by  (ii)  a 
member  subject  to  consolidated 
supervision  by  the  SEC  pursuant  to 
Appendix  E  of  SEC  Rule  15c3-l;  (iii)  a 
financial  holding  company  (“FHC”)  or  a 
company  treated  as  an  FHC  under  the 
Bank  Holding  Company  Act  of  1956,  or 
its  affiliate  subject  to  consolidated 
holding  company  group  supervision; 

(iv)  an  SEC  registered  OTC  derivatives 
dealer;  and  (v)  a  national  bank.^^ 

*®The  pricing  model  of  an  FHC  or  of  an  affiliate 
of  an  FHC  would  have  to  be  consistent  with;  (i)  The 
requirements  of  the  Board  of  Governors  of  the 
Federal  Reserve  System  (“Fed”),  as  amended  from 
time  to  time,  in  connection  with  the  calculation  of 
risk-based  adjustments  to  capital  for  market  risk 
under  capital  requirements  of  the  Fed,  provided 
that  the  member  or  member  organization  or  affiliate 
of  a  member  or  member  organization  relying  on  this 
exemption  in  connection  with  the  use  of  such 
model  is  an  entity  that  is  part  of  such  company’s 
consolidated  supervised  holding  company  group;  of 

(ii)  the  standards  published  by  the  Basel  Committee 
on  Banking  Supervision,  as  amended  from  time  to 
time  and  as  implemented  by  such  company’s 
principal  regulator,  in  connection  with  the 
calculation  of  risk-based  deductions  or  adjustments 
to  or  allowances  for  the  market  risk  capital 
requirements  of  such  principal  regulator  applicable 
to  such  company — where  “principal  regulator” 
means  a  member  of  the  Basel  Committee  on 
Banking  Supervision  that  is  the  home  country 
consolidated  supervisor  of  such  company — 
provided  that  the  member  or'member  organization 
or  affiliate  of  a  member  or  member  organization 
relying  on  tfiis  exemption  in  connection  vyith  the 
use  of  such  model  is  an  entity  that  is  part  of  such 
company’s  consolidated  supervised  holding 
company  group.  See  subparagraph  (c)  of  proposed 
Rule  904C.  Commentary  .06,  which  incorporates 
Rule  904,  Commentary  .10(e). 

The  pricing  model  of  an  SEC  registered  OTC 
derivatives  dealer  would  have  to  be  consistent  with 
the  requirements  of  Appendix  F  to  SEC  Rule  15c3- 
1  and  SEC  Rule  15c3— 4  under  the  Act,  as  amended 
from  time  to  time,  in  connection  with  the 
calculation  of  risk-based  deductions  from  capital  for 
market  risk  thereunder.  Only  an  OTC  derivatives 
dealer  and  no  other  affiliated  entity  (including  a 
member  or  member  organization)  would  be  able  to 
rely  on  this  part  of  the  Exemption.  See 
subparagraph  (c)  of  proposed  Rule  904C, 
Commentary  .06,  which  incorporates  Rule  904, 
Commentary  .10(e). 

I'The  pricing  model  of  a  national  bank  would 
have  to  be  consistent  with  the  requirements  of  the 
Office  of  the  Comptroller  of  the  Currency,  as 
amended  from  time  to  time,  in  collection  with  the 
■calculation  of  risk-bdsed  adjustments  to  capital  for 
market  risk  under  capital  requirements  of  the  Office 


Aggregation  of  Accounts.  Members, 
member  organizations  and  non-member 
affiliates  relying  on  the  Index 
Exemption  would  be/equired  to  ensure 
that  the  Permitted  Pricing  Model  is 
applied  to  all  positions  in  correlated 
instruments  hedging  the  relevant  option 
position  that  are  owned  or  controlled  by 
the  member,  member  organization  or 
their  non-member  affiliates. 

However,  the  net  delta  of  an-  index 
option  position  held  hy  an  entity 
entitled  to  rely  on  the  Index  Exemption, 
or  by  a  separate  and  distinct  trading  unit 
of  such  entity,  may  be  calculated 
without  regard  to  positions  in  correlated  • 
instruments  held  by  an  affiliated  entity 
or  by  another  trading  unit  within  the 
same  entity,  provided  that:  (i)  The  entity 
demonstrates  to  the  Exchange’s 
satisfaction  that  no  control  relationship, 
as  defined  in  Rule  904,  Commentary  .08, 
exists  between  such  affiliates  or  trading 
units,  and  (ii)  the  entity  has  provided 
the  Exchange  written  nbtice  in  advance 
that  it  intends  to  be  considered  separate 
and  distinct  from  any  affiliate,  or,  as 
applicable,  which  trading  units  within 
the  entity  are  to  be  considered  separate 
and  distinct  from  each  other  for 
purposes  of  the  Index  Exemption.  The 
Exchange  has  set  forth  in  Regulatory 
Circular  Reg  2008-14  the  conditions 
under  which  it  will  deem  no  control 
relationship  to  exist  between  affiliated 
broker-dealers  and  between  separate 
and  distinct  trading  units  within  the 
same  broker-dealer. 

Any  member,  member  organization  or 
non-member  affiliate  relying  on  the 
Index  Exemption  must  designate,  by 
prior  written  notice  to  the  Exchange, 
each  trading  unit  or  entity  whose 
options  positions  are  required  by 
Exchange  rules  to  be  aggregated  with  the 
options  positions  of  such  member, 
member  organization  or  non-member 
affiliate  relying  on  the  Index  Exemption 
for  purposes  of  compliance  with 
Exchange  position  or  exercise  limits. 

Obligations  of  Members,  Member 
Organizations  and  Affiliates.  Any 
member  or  member  organization  relying 
on  the  Indfex  Exemption  would  be 
required  to  provide  a  written 
certification  to  the  Exchange  that  it  is 
using  a  Permitted  Pricing  Model  as 
defined  in  the  rule  for  purposes  of  the 
Index  Exemption.  In  addition,  by  such 

of  the  Comptroller  of  the  Currency.  Only  a  national 
bank  and  no  other  affiliated  entity  (including  a 
member  or  member  organization)  would  be  able  to 
rely  on  this  part  of  the  Exemption.  See 
subparagraph  (c)  of  proposed  Rule  904C, 
Commentary  .06,  which  incorporates  Rule  904, 
Commentary  .10(e). 

See  subparagraph  (d)  of  proposed  Rule  904C, 
Commentary  .06. 

See  proposed  Rule  904C,  Commentary 
.06(d)(3). 


reliance,  such  member  or  member 
organization  would  authorize  any  other 
person  carrying  for  such  member  or 
member  organization  an  account 
including,  or  with  whom  such  member 
or  member  organization  has  entered 
into,  a  position  in  a  correlated 
instrument  hedging  the  relevant  option 
position  to  provide  to  the  Exchange  or 
OCC  such  information  regarding  such 
accounf  or  position  as  the  Exchange  or 
OCC  may  request  as  part  of  the 
Exchange’s  confirmation  or  verification 
of  the  accuracy  of  any  net  delta 
calculation  under  this  exemption. 2“ 

The  index  option  positions  of  a  non¬ 
member  affiliate  relying  on  the  Index 
Exemption  must  be  carried  by  a  member 
or  member  organization  with  whfch  it  is 
affiliated.  A  member  or  member 
organization  carrying  an  account  that 
includes  an  index  option  position  for  a 
non-member  affiliate  that  intends  to  rely 
on  the  Index  Exemption  would  be 
required  to  obtain  from  such  non¬ 
member  affiliate  a  written  certification 
that  it  is  using  a  Permitted  Pricing 
Model  as  defined  in  the  rule  for 
purposes  of  the  index  Exemption. 

Reporting.  Under  proposed  Rule 
904C,  Commentary  .06(f),  each  member 
or  member  organization  relying  on  the 
Index  Exemption  would  be  required  to 
report,  in  accordance  with  Rule  906,^2 
(i)  all  index  option  positions  (including 
those  that  are  delta  neutral)  that  are 
reportable  thereunder,  and  (ii)  on  its 
own  behalf  or  on  behalf  of  a  designated 
aggregation  unit  pursuant  to  Rule  904C, 
Commentary  .06(d),  for  each  such 
account  that  holds  an  index  option 
position  subject  to  the  Index  Exemption 
in  excess  of  the  levels  specified  in  Rule 

See  subparagraph  (e)  of  proposed  Rule  904C, 
Commentary  .06. 

In  addition,  the  member  or  member 
organization  would  be  required  to  obtain  from  such 
non-member  affiliate  a  written  statement 
confirming  that  such  non-member  affiliate;  (a)  Is 
relying  on  the  Index  Exemption;  (b)  will  use  only 
a  Permitted  Pricing  Model  for  purposes  of 
calculating  the  net  delta  of  its  option  positions  for 
purposes  of  the  Index  Exemption;  (c)  will  promptly 
notify  the  member  or  member  organization  if  it 
ceases  to  rely  on  the  Index  Exemption;  (d) 
authorizes  the  member  or  member  organization  to 
provide  to  the  Exchange  or  the  OCC  such 
information  regarding  positions  of  the  non-member 
affiliate  as  the  Exchange  or  OCC  may  request  as  part 
of  the  Exchange’s  confirmation  or  verification  of  the 
accuracy  of  any  net  delta  calculation  under  the 
Index  Exemption;  and  (e)  if  the  non-member 
affiliate  is  using  the  OCC  Model,  has  duly  executed 
and  delivered  to  the  Exchange  such  documents  as 
the  Exchange  may  require  to  be  executed  and 
delivered  to  the  Exchange  as  a  condition  to  reliance 
on  the  Exemption.  See  subparagraph  (e)(3)  of 
proposed  Rule  904C,  Commentary  .06. 

Exchange  Rule  906  requires,  among  other 
things,  that  members  and  member  organizations 
report  to  the  Exchange  aggregate  long  or  short 
positions  on  the  same  side  of  the  market  of  200  or 
more  contracts  of  any  single  class  of  options 
contracts  dealt  in  on  the  Exchange. 
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904C(b)  (and  Rule  904C(c),  in  the  case 
of  Stock  Index  Industry  Group  Options) 
the  net  delta  and  the  options  contract 
equivalent  of  the  net  delta  of  such 
position. 

Records.  Under  proposed  Rule  904C. 
Commentary  .06(g),  each  member  or 
member  organization  relying  on  the 
Index  Exemption  would  be  required  to 
(i)  retain,  and  would  be  required  to 
undertake  reasonable  efforts  to  eftsure 
that  any  non-member  affiliate  of  the 
member  or  member  organization  relying 
on  the  Index  Exemption  retains,  a  list  of 
the  options,  securities  and  other 
instruments  underlying  each  options 
position  net  delta  calculation  reported 
to  the  Exchange  hereunder,  and  (ii) 
produce  such  information  to  the 
Exchange  upon  request.^? 

Reliance  on  Federal  Oversight.  As 
provided  under  proposed  Rule  904C, 
Commentary  .06(c),  a  Permitted  Pricing 
Model  includes  proprietary  pricing 
models  used  by  members,  member 
organizations  and  affiliates  that  have 
been  approved  by  the  SEC,  the  Fed  or 
another  federal  financial  regulator.  In . 
adopting  the  proposed  Index  Exemption 
the  Exchange  would  be  relying  upon  the 
rigorous  approval  processes  and 
ongoing  oversight  of  a  federal  financial 
regulator.  The  Exchange  notes  that  it 
would  not  be  under  any  obligation  to 
verify  whether  a  member’s,  member 
organization’s  or  non-member  affiliate’s 
use  of  a  proprietary  pricing  model  is 
appropriate  or  yielding  accurate  results. 

The  Exchange  will  announce  the 
effective  date  of  the  proposed  rule 
change  in  a  regulatory  circular  to  be 
published  no  later  than  60  days  after 
Commission  approval.  The  effective 
date  shall  be  no  later  than  30  days  after 
publication  of  the  regulatory  circular. 

2.  Statutory  Basis 

The  Exchange  believes  that  this 
proposed  rule  change  is  consistent  with 
Section  6(b)  of  the  Securities  Exchange 
Act  of  1934  (“Act”) ,2-*  in  general,  and 
furthers  the  objectives  of  Section  6(b)(5) 
of  the  Act  25  in  particular,  in  that  it  is 
designed  to  prevent  fraudulent  and 
manipulative  acts  and  practices, 
promote  just  and  equitable  principles  of 
trade,  remove  impediments  to  and 
perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest.  The 
Exchange  believes  that  allowing 


A  member  or  member  organization  would  be 
authorized  to  report  position  information  of  its  non¬ 
member  affiliate  pursuant  to  the  written  statement 
required  under  proposed  Rule  904C,  Commentary 
.06(e)(3)(B)(iv). 

2«15U.S.C.  78f(b). 

25  15U.S.C.  78f(bK5). 


correlated  instruments  to  be  included  in 
the  calculation  of  an  equity  option’s  net 
delta  would  enable  eligible  market 
participants  to  more  fully  realize  the 
benefit  of  the  delta  based  equity  hedge 
exemption.  The  proposed  delta-based 
index  hedge  exemption  would  be 
substantially  similar  to  the  delta-based 
equity  hedge  exerpption  under  Rule  904, 
Commentary  .10.  Also,  the  Commission 
has  previously  stated  its  support  for 
recognizing  options  positions  hedged  on 
a  delta  neutral  basis  as  properly 
exempted  fi'om  positions  limits.^s 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

No  written  comments  were  solicited 
or  received  with  respect  to  the  proposed 
rule  change. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  foregoing  rule  change 
does  not;  (1)  Significantly  affect  the 
protection  of  investors  or  the  public 
interest;  (2)  impose  any  significant 
burden  on  competition;  and  (3)  become 
operative  for  30  days  after  the  date  of 
this  filing,  or  such  shorter  time  as  the 
Commission  may  designate,  it  has 
become  effective  pursuant  to  Section 
19(b)(3)(A)  of  the  Act  27  and  Rule  19b- 
4(f)(6)  thereunder.28 

A  proposed  rule  change  filed  under 
19b-^(f)(6)  normally  may  not  become 
operative  prior  to  30  days  after  the  date 
of  filing.23  However,  Rule  19b- 
4(f)(6)(iii)  20  permits  the  Commission  to 
designate  a  shorter  time  if  such  action 
is  consistent  with  the  protection  of 
investors  and  the  public  interest.  The 
Exchange  has  requested  that  the 


26  See  Securities  Exchange  Act  Release  No.  40594 
(October  23,  1998),  63  FR  59362,  59380  (November 
3,  1998)  (adopting  rules  relating  to  OTC  Derivatives 
Dealers). 

22 15  U.S.C.  78s(b)(3)(A). 

26 17CFR  240.19b-4(f)(6). 

26 17  CFR  240.19b— 4(f)(6)(iii).  In  addition.  Rule  . 
19b— 4(f)(6)(iii)  requires  that  a  self-regulatory 
organization  submit  to  the  Commission  written 
notice  of  its  intent  to  file  the  proposed  rule  change, 
along  with  a  brief  description  and  text  of  the 
proposed  rule  change,  at  least  five  business  days 
prior  to  the  date  of  filing  of  the  proposed  rule 
change,  or  such  shorter  time  as  designated  by  the 
Commission.  The  Exchange  has  satisfied  this 
requirement.  . 


Commission  waive  the  30-day  operative 
delay.  The  Commission  believes  that 
waiving  the  30-day  operative  delay  is 
consistent  with  the  protection  of 
investors  and  the  public  interest.  The 
Commission  notes  that  it  has  approved 
a  substantially  similar  proposal  filed  by 
the  Chicago  Board  Options  Exchange, 
Incorporated, 23  and  therefore  believes 
that  no  significant  purpose  is  served  by 
a  30-day  operative  delay.  For  these 
reasons,  the  Commission  designates  the 
proposed  rule  change  to  be  operative 
upon  filing  with  the  Commission. 22 

At  any  time  within  60  days  of  the 
filing  of  such  proposed  rule  change  the 
Commission  summarily  may 
temporarily  suspend  such  rule  change  if 
it  appears  to  the  Commission  that  such 
action  is  necessary  or  appropriate  in  the 
public  interest,  for  the  protection  of 
investors  or  otherwise  in  furtherance  of 
the  purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
tbe  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  {http://www.scc.gov/ 
rules/sro.shtmlf,  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSEAmex-2010-104  on 
the  subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NYSEAmex-2010-104. 

This  file  number  should  be  included  on 
tbe  subject  line  if  e-mail  is  used.  To  help 
the  Commission  process  and  review 
your  comments  more  efficiently,  please 
use  only  one  method.  The  Commission 
will  post  all  comments  on  the 
Commission’s  Internet  Web  site  (http:// 
www..sec.gov/rules/sro.shtml].  Copies  of 
the  submission,  all  subsequent 


3’  See  Securities  Exchange  Act  Release  No.  62190 
(May  27,  2010),  75  FR  31826  (June  4,  2010)  (SR- 
CBOE-2010-21).  See  also  Securities  Exchange  Act 
Release  Nos.  62504  (July  15,  2010),  75  FR  42797 
(July  22,  2010)  (SR-PHLX-2010-93):  and  63077 
(October  12,  2010),  75  FR  63870  (October  18,  2010) 
(SR-ISE-2bl0-97). 

32  For  the  purposes  only  of  waiving  the  30-day 
operative  delay,  tke  Commission  has  considered  the 
proposed  rule’s  impact  on  efficiency,  competition, 
and  capital  formation.  See  15  U.S.C.  78c(f). 
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amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room  on  official  business 
days  between  the  hours  of  10  a.m.  and 
3  p.m.  Copies  of  such  filing  also  will  be 
available  for  inspection  and  copying  at 
the  principal  office  of  the  Exchange.  All 
comments  received  will  be  posted 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  available  publicly.  All 
submissions  should  refer  to  File 
Number  SR-NYSEAmex-2010-104  and 
should  be  submitted  on  or  before 
December  15,  2010. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.33 

Florence  E.  Harmon,  . 

Deputy  Secretary. 

[FR  Doc.  2010-29592  Filed  11-23-10;  8:45  am] 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-63336;  File  No.  SR-EDGX-  - 
2010-17] 

Self-Regulatory  Organizations;  EDGX 
Exchange,  Inc.;  Notice  of  Filing  of 
Proposed  Rule  Change  To  Amend 
EDGX  Rules  11.9(bK1KC)  and  11.5<cK7) 
Regarding  Step-Up  Orders 

November  18,  2010 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934  (the 
“Act”)  ^  and  Rule  19b-4  thereunder, 2 
notice  is  hereby  given  that  on  November 
8,  2010,  EDGX  Exchange,  Inc.  (the 
“Exchange”  or  “EDGX”)  filed  with  the 
Securities  and  Exchange  Commission 
(the  “Commission”)  the  proposed  rule  • 
change  as  described  in  Items  I  and  II 
below,  which  Items  have  been  prepared 
by  the  Exchange.  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 


33 \7  CFR  200.30-3(a)(12). 
‘15  U.S.C.  78s(b)(l). 

2  17CFR240.19b-4. 


I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  amend 
EDGX  Rule  11.9(b)(1)(C)  regarding  the 
description  of  the  Step-up  order  type. 
The  Exchange  also  proposes  to  modify 
Rule  11.5(c)(7)  to  allow  Mid-Point 
Match  orders  entered  in  response  to 
Step-up  orders  to  be  processed  pursuant 
to  Rule  11.9(b)(1)(C).  The  text  of  the 
proposed  rule  change  is  available  on  the 
Exchange’s  Internet  website  at  http:// 
www.directedge.com,  at  the  principal 
office  of  the  Exchange,  and  at  the 
Commission’s  Public  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 
concerning  the  purpose  of,  and  basis  for, 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 
proposed  rule  change.  The  text  of  these 
statements  may  be  examined  at  the 
places  specified  in  Item  IV  below.  The 
self-regulatory  organization  has 
prepared  summaries,  set  forth  in 
Sections  A,  B  and  C  below,  of  the  most 
significant  aspects  of  such  statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and  the 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

I.  Purpose 

Exchange  Rule  11.5(c)(ll)  defines  a 
Step-up  order  as  a  “market  or  limit  order 
with  the  instruction  that  the  System 
display  the  order  to  Users  af  or  within 
the  NBBO  price  pursuant  to  Rule 

II. 9(b)(1)(C).”  Exchcmge  Rule 
11.9(b)(1)(C),  in  turn,  states  that  orders 
shall  be  displayed  to  Users  ^  (hereinafter 
referred  to  as  “Members”),^  in  a  manner 
that  is  separately  identifiable  from  other 
Exchange  orders,  at  or  within  the  NBBO 
price  for  a  period  of  time  not  to  exceed 
five  hundred  milliseconds  as 
determined  by  the  Exchange  (the  “Step- 
up  Display  Period”).  The  Step-up 
Display  Period  is  currently  set  at  25 
milliseconds. 

The  Exchange  proposes  to  amend 
Rule  11.9(b)(1)(C)  to  add  language  to  the 
rule  text  which  will  provide  that  at  the 
conclusion  of  the  Step-up  Display 


3  Exchange  Rule  11.9(b)(1)  provides  that  (prior  to 
display  of  an  order  to  a  User),  an  incoming  order 
shall  first  attempt  to  be  matched  for  execution 
against  orders  in  the  EDGX  Book. 

*  Exchange  Rule  1.5(cc)  defines  a  User  as  “any 
Member  or  Sponsored  Participant  who  is 
authorized  to  obtain  access  to  the  System  pursuant 
to  Rule  11.3.” 


Period,  the  Step-up  order  shall  execute 
against  responsive  User  orders  priced  at 
or  within  the  NBBO,  prevailing  at  the 
end  of  the  Step-up  Display  Period  on  a 
price/time  priority  basis  consistent  with 
Rule  11.8(a)(1)  and  (2).  Rules  11.8(a)(1) 
and  (2),  in  turn,  provide  that  orders  of 
Users  shall  be  ranked  and  maintained  in 
the  EDGX  Book  based  on  the  following 
priority:  (i)  The  highest-priced  order  to 
buy  (or  lowest-priced  order  to  sell)  shall 
have  priority  over  all  other  orders  to  buy 
(or  orders  to  sell);  (ii)  where  orders  to 
buy  (or  sell)  are  made  at  the  same  price, 
the  order  clearly  established  as  the  first 
entered  into  the  System  at  such 
particular  price  shall  have  precedence  at 
that  price,  up  to  the  number  of  shares 
of  stock  specified  in  the  order. 
Commencing  on  the  six  month 
anniversary  of  {Insert  Commission 
approval  date  of  this  rule  filing},  the 
orders  eligible  for  executing  against 
Step-up  orders  shall  be  expanded  to 
include  User  orders  priced  better  but 
not  outside  the  NBBO  at  the  end  of  the 
Step-up  Display  Period  (such  orders, 
“Eligible  Book  Orders”). 

In  effect;  S(ep-up  orders  permit  a 
Member  to  initiate  a  price  auction  of 
such  orders  by  displaying  order 
solicitation  information  to  other 
Members  simultaneously,  provided 
such  other  Members  have  elected  to 
receive  such  order  information  (each 
such  Member,  an  “Electing  Member”). 
After  the  passage  of  the  Step-up  Display 
Period,  the  Step-up  orders  are  executed 
against  responses  and,  commencing  on 
the  six  month  anniversary  of  {Insert 
Commission  approval  date  of  this  rule 
filing}.  Eligible  Book  Orders,  on  a  price/ 
time  priority  basis  in  accordance  with 
Rule  11.8(a)(1)  and  (2).  Responses  are 
accumulated  for  the  Step-up  Display 
Period  by  the  Exchange,  rather  than 
processed  at  arrival  time.  Eligible  Book 
Orders  will  continue  to  be  eligible  for 
execution  against  the  EDGX  Book 
during  the  Step-up  Display  Period. 

For  example,  assume  the  NBBO 
(national  best  bid/offer)  is  10.10  x  10.12. 
If  Member  A  enters  a  Step-up  order  to 
buy  500  shares  of  ABC  security  at  the 
prevailing  national  best  offer  ($10.12) 
and  such  Step-up  order  cannot  execute 
against  the  EDGX  Book  then  Electing 
Members  will  receive  a  solicitation  to 
sell  500  shares  of  ABC  security  at  $10.12 
or  lower.  If  Electing  Members  X,  Y,  and 
Z  transmit  an  order  to  sell  500  shares  (or 
less)  of  ABC  security  at  the  prevailing 
national  best  offer  or  lower  (i.e,  $10.12 
or  lower),  within  the  Step-up  Display 
Period,  they  would  all  participate  in  a 
price  auction,  which  would  be  awarded 
at  the  end  of  the  Step-up  Display  Period 
on  a  price/time  priority  basis  based  on 
the  prevailing  NBBO  at  the  end  of  such 
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time  period.  Therefore,  if  EDGX  receives 
an  order  to  sell  500  shares  at  $10.11 
from  Electing  Member  X,  then  receives 
an  order  to  sell  200  shares  at  $10.10 
from  Electing  Member  Y  and  lastly 
receives  an  order  to  sell  200  shares  at 
$10.11  from  Electing  Member  Z. 

Electing  Member  Y  would  have  priority 
over  Electing  Members  X  and  Z  based 
on  price  priority,  assuming  that  such 
orders  were  received  within  the  Step-up 
Display  Period.  As  a  result.  Electing 
Member  Y’s  order  would  execute 
against  Member  A’s  Step-up  order  for 
200  shares  at  $10.10.  The  remaining  300 
shares  would  be  awarded  to  Electing 
Member  X  at  $10.11,  since  Electing 
Member  X  has  time  priority  over 
Electing  Mejnber  Z.  Following  the  six 
month  anniversary  of  {Insert 
Commission  approval  date  of  this  rule 
filing},  if  non-electing  Member  W  had 
an  order  to  sell  500  shares  at  $10.11  that 
was  entered  before  Electing  Member  X’s 
order  and  it  was  not  otherwise  executed 
on  the  EDGX  Book  prior  to  the  end  of 
the  Step-up  Display  Period,  then  the 
remaining  300  shares  in  the  above 
example  would  be  executed  against 
Member  W’s  order,  since  Member  W 
would  have  time  priority  over  both 
Electing  Members  X  and  Z. 

The  Exchange  believes  that  this 
proposed  amendment  provides  more 
transparency  regarding  the  timing 
associated  with  the  price  auction. 

The  Exchange  also  proposes  to  amend 
Rule  11.5(c)(7)  to  allow  Mid-Point 
Match  orders  that  are  entered  in 
response  to  Step-up  orders  to  be  eligible 
for  execution  pursuant  to  Rule 

11.9(b)(1)(C),  as  described  above. 

In  response  to  the  price  auction 
described  above,  the  Exchange  will  not 
accept  orders  priced  in  subpennies.  The 
respondent  User  could  enter  a  Mid- 
Point  Match  order,  however,  that  would 
be  eligible  for  execution  at  the  midpoint 
of  the  prevailing  NBBO  at  the  end  of  the 
Step-up  Display  Period. 

The  Exchange  believes  the  midpoint 
response  described  above  will  provide 
an  additional  pricing  mechanism  for  the 
respondent  User  that  is  willing  to  offer 
price  improvement,  but  is  unwilling  to 
cross  the  spread  between  the  national 
best  bid  and  offer  to  do  so.  By  providing 
this  option,  the  Exchange  believes  that 
a  greater  proportion  of  Step-up  orders 
will  receive  price  improvement.  In 
addition,  because  the  nridpoint  response 
will  execute  all  trades  at  the  midpoint 
of  the  NBBO,  it  will  never  execute  a 
trade  outside  of  the  NBBO.  If  the 
national  best  bid  for  a  security 
underlying  a  Step-up  order  equals  or 
“locks”  the  national  best  offer  for  such 
security,  a  Mid-Point  Match  order 


response  will  execute  all  trades  at  the 
locked  price. 

The  Step-up  order  process  will  not 
generate  an  execution  if. the  national 
best  bid  (offer)  for  the  security 
underlying  a  Step-up  order  is  priced 
better  than  or  “crosses”  the  national  best 
offer  (bid)  for  such  security.  In  the  event 
of  a  “crossed”  market  or  an  absence  of 
responsive  User  orders  at  or  within  the 
NBBO  and,  commencing  on  the  six 
month  anniversary  of  {Insert 
Gommission  approval  date  of  this  rule 
filing).  Eligible  Book  Orders  at  the  end 
of  the  Slep-up  Display  Period,  the  Step- 
up  process  shall  terminate  and  the  Step- 
up  order  shall  be  cancelled  or  routed  in 
accordance  with  the  User’s  instructions. 

2.  Statutory  Basis 

The  statutory  basis  for  the  proposed 
rule  change  is  Section  6(b)(5)  of  the 
Act,®  which  requires  the  rules  of  an 
exchange  to  promote  just  and  equitable 
principles  of  trade,  to  remove 
impediments  to  and  perfect  the 
mechanism  of  a  free  and  open  market 
and  a  national  market  system  and,  in 
general,  to  protect  investors  and  the 
public  interest.  The  proposed  rule 
change  also  is  designed  to  support  the 
principles  of  Section  llA(a)(l)  ®  of  the 
Act  in  that  it  seeks  to  assure  fair 
competition  among  brokers  and  dealers 
and  among  exchange  markets.  The 
Exchange  believes  that  the  proposed 
rule  meets  these  requirements  in  that  it 
seeks  to  promote  the  efficient  execution 
of  investor  transactions,  and  thus 
investor  confidence,  over  the  long  term 
by  providing  additional  transparency 
relating  to  the  execution  of  Step-up 
orders. 

B.  Self-Regulatory  Organization 's 
Statement  on  Burden  on  Competition 

The  proposed  rule  change  does  not 
impose  any  burden  on  competition  that 
is  not  necessary  or  appropriate  in 
furtherance  of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  from 
Members,  Participants,  or  Others 

The  Exchange  has  not  solicited,  and 
does  not  intend  to  solicit,  comments  on 
this  proposed  rule  change.  The 
Exchange  has  not  received  any 
unsolicited  written  comments  from 
members  or  other  interested  parties. 


5 15  U.S.C.  78f(b)(5). 

6  15U.S.C.  78k-l(a)(l). 


III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Within  45  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  period  (i) 
as  the  Commission  may  designate  up  to 
90  days  of  such  date  if  it  finds  such 
longer  period  to  be  appropriate  and 
publishes  its  reasons  for  so  finding  or 
(ii)  as  to  which  the  self-regulatory 
organization  consents,  the  Commission 
will: 

(A)  by  order  approve  or  disapprove 
such  proposed  rule  change,  or 

(B)  institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  comments 

•  Use  the  Commission’s  Internet 
comment  form  (http.V/vm'w.sec.gov/ 
rules/sro.shtml);  or. 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-EDGX-2010— 17  on  the 
subject  line. 

Paper  comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-EDGX-2010-17.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  {http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission, 7  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  Web  site  viewing  and 


’’  The  text  of  the  proposed  rule  change  is  available 
on  the  Commission’s  Web  site  at  http:// 
www.sec.gov/Tules/sro.shtml. 
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printing  in  the  Commission’s  Public 
Reference  Room,  on  official  business 
days  between  the  hours  of  10  a.m.  and 
3  p.m.  Copies  of  the  filing  also  will  be 
available  for  inspection  and  copying  at 
the  principal  office  of  the  Exchange.  All 
comments  received  will  be  posted 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  available  publicly.  All 
submissions  should  refer  to  File 
Number  SR-EDGX-2010-17  and  should 
be  submitted  on  or  before  December  15, 
2010. 

For  the  Commission,  by  the  Division- of 
Trading  and  Markets,  pursuant  to  delegated 
authority." 

Florence  E.  Harmon, 

Deputy  Secretary. 

|FR  Doc.  2010-29591  Filed  11-23-10;  8;45  am] 

BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-63335;  File  No.  SR-EDGA- 
2010-18] 

Self-Regulatory  Organizations;  EDGA 
Exchange,  Inc.;  Notice  of  Fiiing  of 
Proposed  Ruie  Change  To  Amend 
EDGA  Rules  11.9(b)(1)(C)  and 
11.5(c)(7)  Regarding  Step-Up  Orders 

November  18,  2010. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934  (the 
“Act”)  ^  and  Rule  19b-4  thereunder,^ 
notice  is  hereby  given  that  on  November 
8,  2010,  EDGA  Exchange,  Inc.  (the 
“Exchange”  or  “EDGA”)  filed  with  the 
Securities  and  Exchange  Commission 
(the  “Commission”)  the  proposed  rule 
change  as  described  in  Items  I  and  II 
below,  which  Items  have  been  prepared 
by  the  Exchange.  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  amend 
EDGA  Rule  11.9(b)(1)(C)  regarding  the 
description  of  the  Step-up  order  type. 
The  Exchange  also  proposes  to 
introduce  Rule  11.5(c)(7)  to  allow  Mid- 
Point  Match  orders  entered  in  response 
to  Step-up  orders  to  be  processed 
pursuant  to  Rule  11.9(b)(1)(C).).  The  text 
of  the  proposed  rule  change  is  available 
on  the  Exchange’s  Internet  Web  site  at 


“17CFR  200.30-3(a)(12). 
'  15  U.S.C.  78s(b)(l). 

2  17  CFR  240.19b-4. 


http://www.directedge.com,  at  the 
principal  office  of  the  Exchange,  and  at 
the  Commission’s  Public  Reference 
Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 
concerning  the  purpose  of,  and  basis  for, 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 
proposed  rule  change.  The  text  of  these 
statements  may  be  examined  at  the 
places  specified  in  Item  IV  below.  The 
self-regulatory  organization  has 
prepared  summaries,  set  forth  in 
Sections  A,  B  and  C  below,  of  the  most 
significant  aspects  of  such  statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and  the 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

I.  Purpose 

Exchange  Rule  11.5(c)(ll)  defines  a 
Step-up  order  as  a  “market  or  limit  order 
with  the  instruction  that  the  System 
display  the  order  to  Users  at  or  within 
the  NBBO  price  pursuant  to  Rule 

II. 9(b)(1)(C).”  Exchange  Rule 
11.9(b)(1)(C),  in  turn,  states  that  orders 
shall  be  displayed  to  Users  ^  (hereinafter 
referred  to  as  “Members”),'*  in  a  manner 
that  is.  separately  identifiable  from  other 
Exchange  orders,  at  or  within  the  NBBO 
price  for  a  period  of  time  not  to  exceed 
five  hundred  milliseconds  as 
determined  by  the  Exchange  (the  “Step- 
up  Display  Period).”  The  Step-up 
Display  Period  is  currently  set  at  25 
milliseconds. 

The  Exchange  proposes  to  amend 
Rule  11.9(b)(1)(C)  to  add  language  to  the 
rule  text  which  will  provide  that  at  the 
conclusion  of  the  Step-up  Display 
Period,  the  Step-up  order  shall  execute 
,  against  responsive  User  orders  priced  at 
or  within  the  NBBO,  prevailing  at  the 
end  of  the  Step-up  Display  Period  on  a 
price/time  priority  basis  consistent  with 
Rule  11.8(a)(1)  and  (2).  Rules  11.8(a)(1) 
and  (2),  in  turn,  provide  that  orders  of 
Users  shall  be  ranked  and  maintained  in 
the  EDGA  Book  based  on  the  following 
priority:  (i)  The  highest-priced  order  to 
buy  (or  lowest-priced  order  to  sell)  shall 
have  priority  over  all  other  orders  to  buy 
(or  orders  to  sell);  (ii)  where  orders  to 


2  Exchange  Rule  11.9(b)(1)  provides  that  (prior  to 
display  of  an  order  to  a  User),  an  incoming  order 
shall  first  attempt  to  be  matched  for  execution 
against  orders  in  the  EDGA  Book. 

Exchange  Rule  1.5(cc)  defines  a  User  as  “any 
Member  or  Sponsored  Participant  who  is 
authorized  to  obtain  access  to  the  System  pursuant 
to  Rule  11.3." 


buy  (or  sell)  are  made  at  the  same  price, 
the  order  clearly  established  as  the  first 
entered  into  the  System  at  such 
particular  price  shall  have  precedence  at 
that  price,  up  to  the  number  of  shares 
of  stock  specified  in  the  order. 
Gommencing  on  the  six  month 
anniversary  of  {Insert  Commission 
approval  date  of  this  rule  filing},  the 
orders  eligible  for  executing  against 
Step-up  orders  shall  be  expanded  to 
include  User  orders  priced  better  but 
not  outside  the  NBBO  at  the  end  of  the 
Step-up  Display  Period  (such  orders, 
“Eligible  Book  Orders”). 

In  effect.  Step-up  orders  permit  a 
Member  to  initiate  a  price  auction  of 
such  orders  by  displaying  order 
solicitation  information  to  other. 
Members  simultaneously,  provided 
such  other  Members  have  elected  to 
receive  such  order  information  (each 
such  Member,  an  “Electing  Member.”). 
After  the  passage  of  the  Step-up  Display 
Period,  the  Step-up  orders  are  executed 
against  responses  and,  commencing  on 
the  six  month  anniversary  of  {Insert 
Commission  approval  date  of  this  rule 
filing}.  Eligible  Book  Orders,  on  a  price/ 
time  priority  basis  in  accordance  with 
Rule  11.8(a)(1)  and  (2).  Responses  are 
accumulated  for  the  Step-up  Display 
Period  by  the  Exchange,  rather  than 
processed  at  arrival  time.  Eligible  Book 
Orders  will  continue  to  be  eligible  for 
execution  against  the  EDGA  Book 
during  the  Step-up  Display  Period. 

For  example,  assume  the  NBBO 
(national  best  bid/offer)  is  10.10  x  10.12. 
If  Member  A  enters  a  Step-up  order  to 
buy  500  shares  of  ABt  security  at  the 
prevailing  national  best  offer  ($10.12) 
and  such  Step-up  order  cannot  execute 
against  the  EDGA  Book,  then  Electing 
Members  will  receive  a  solicitation  to 
sell  500  shares  of  ABC  security  at  $10.12 
or  lower.  If  Electing  Members  X,  Y,  and 
Z  transmit  an  order  to  sell  500  shares  (or 
less)  of  ABC  security  at  the  prevailing 
national  best  offer  or  lower  (i.e.,  $10.12 
or  lower),  within  the  Step-up  Display 
Period,  they  would  all  participate  in  a 
price  auction,  which  would  be  awarded 
at  the  end  of  the  Step-up  Display  Period 
on  a  price/time  priority  basis  based  on 
the  prevailing  NBBO  at  the  end  of  such 
time  period.  Therefore,  if  EDGA  receives 
an  order  to  sell  500  shares  at  $10.11 
from  Electing  Member  X,  then  receives 
an  order  to  sell  200  shares  at  $10.10 
from  Electing  Member  Y  and  lastly 
receives  an  order  to  sell  200  shares  at 
$10.11  from  Electing  Member  Z, 

Electing  Member  Y  would  have  priority 
over  Electing  Members  X  and  Z  based 
on  price  priority,  assuming  that  such 
orders  were  received  within  the  Step-up 
Display  Period.  As  a  result.  Electing 
Member  Y’s  order  would  execute 
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against  Member  A’s  Step-up  order  for 
200  shares  at  $10.10.  The  remaining  300 
shares  would  be  awarded  to  Electing 
Member  X  at  $10.11,  since  Electing 
Member  X  has  time  priority  over 
Electing  Member  Z.  Following  the  six 
month  anniversary  of  {Insert 
Commission  ajjproval  date  of  this  rule 
filing},  if  non-electing  Member  W  had 
an  order  to  sell  500  shares  at  $10.11  that 
was  entered  before  Electing  Member  X’s 
order  and  it  was  not  otherwise  executed 
on  the  EEXiX  Book  prior  to  the  end  of 
the  Step-up  Display  Period,  then  the 
remaining  300  shares  in  the  above 
example  would  be  executed  against 
Member  W’s  order,  since  Member  W 
would  have  time  priority  over  both 
Electing  Members  X  and  Z. 

The  Exchange  believes  that  this 
proposed  amendment  provides  more 
transparency  regarding  the  timing 
associated  with  the  price  auction. 

The  Exchange  also  proposes  to  add  a 
new  order  type  as  Rule  11.5(c)(7)  to 
allow  Mid-Point  Match  orders  that  are 
entered  in  response  to  Step-up  orders  to 
be  eligible  for  execution  pursuant  to 
Rule  11.9(b)(1)(C),  as  described  above. 

As  proposed,  the  Mid-Point  Match  order 
would  be  “an  order  with  an  instruction 
to -execute  it  at  the  midpoint  of  the 
NBBO.”  This  order  type  differs  from  the 
Mid-Point  Peg  order  in  that  it  can  only 
be  used  in  response  to  a  Step-up  order 
type,  whereas  the  Mid-Point  Peg  order 
can  be  entered  as  a  limit  order  but 
cannot  be  used  in  response  to  a  Step-up 
order.  Further,  the  Mid-Point  Peg  order 
can  execute  at  a  price  better  than  the 
midpoint  of  the  NBBO,  while  the  Mid- 
Point  Match  order  will  be  time-stamped 
and  priced  at  the  end  of  the  Step-up 
Display  Period. 

In  response  to  the  price  auction 
described  above,  the  Exchange  will  not 
accept  orders  priced  in  subpennies.  The 
respondent  User  could  enter  a  Mid- 
Point  Match  order,  however,  that  would 
be  eligible  for  execution  at  the  midpoint 
of  the  prevailing  NBBO  at  the  end  of  the 
Step-up  Display  Period. 

The  Exchange  believes  the  midpoint 
response  described  above  will  provide 
an  additional  pricing  mechanism  for  the 
respondent  User  that  is  willing  to  offer 
price  improvement,  but  is  unwilling  to 
cross  the  spread  between  the  national 
best  bid  and  offer  to  do  so.  By  providing 
this  option,  the  Exchange  believes  that 
a  greater  proportion  of  Step-up  orders 
will  receive  price  improvement.  In 
addition,  because  the  midpoint  response 
will  execute  all  trades  at  the  midpoint 
of  the  NBBO,  it  will  never  execute  a 
trade  outside  of  the  NBBO.  If  the 
national  best  bid  for  a  security 
underlying  a  Step-up  order  equals  or 
“locks”  the  national  best  offer  for  such 


security,  a  Mid-Point  Match  order 
response  will  execute  all  trades  at  the 
locked  price. 

The  Step-up  order  process  will  not 
generate  an  execution  if  the  national 
best  bid  (offer)  for  the  security 
underlying  a  Step-up  order  is  priced 
better  than  or  “crosses”  the  national  best 
offer  (bid)  for  such  security.  In  the  event 
of  a  “crossed”  market  or  an  absence  of 
responsive  User  orders  at  or  within  the 
NBBO  and,  commencing  on  the  six 
month  anniverscuy  of  {Insert 
Commission  approval  date  of  this  rule 
filing}.  Eligible  Book  Orders  at  the  end 
of  the  Step-up  Display  Period,  the  Step- 
up  process  shall  terminate  and  the  Step- 
up  order  shall  be  cancelled  or  routed  in 
accordance  with  the  User’s  instructions. 

Other  Technical  Amendments 

The  Exchange  proposes  to  make 
conforming  changes  to  the  numbering  of 
current  rules  11.5(c)(7)-(14)  to  (c)(8)- 
(15)  as  a  result  of  the  insertion  pf  the 
Mid-Point  Match  order  type  in  Rule 

11.5(c)(7),  as  described  above.  Similarly, 
the  references  to  the  newly  numbered 
rules  are  also  proposed  to  be  amended 
in  Rule  11.5(c)  and  Rule  11.8(a)(2)(C). 

2.  Statutory  Basis 

The  statutory  basis  for  the  proposed 
rule  change  is  Section  6(b)(5)  of  the 
Securities  Exchange  Act  of  1934  (the 
“Act”),®  which  requires  the  rules  of  an 
exchange  to  promote  just  and  equitable 
principles  of  trade,  to  remove 
impediments  to  and  perfect  the 
mechanism  of  a  free  and  open  market 
and  a  national  market  system  and,  in 
general,  to  protect  investors  and  the 
public  interest.  The  proposed  rule 
change  also  is  designed  to  support  the 
principles  of  Section  llA(a)(l)®  of  the 
Act  in  that  it  seeks  to  assure  fair 
competition  among  brokers  and  dealers 
and  among  exchange  markets.  The 
Exchange  believes  that  the  proposed 
rule-meets  these  requirements  in  that  it 
seeks  to  promote  the  efficient  execution 
of  investor  transactions,  and  thus 
investor  confidence,  over  the  long  term 
by  providing  additional  transparency 
relating  to  the  execution  of  Step-up, 
orders. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  proposed  rule  change  does  not 
impose  any  burden  on  competition  that- 
is  not  necessary  or  appropriate  in 
furtherance  of  the  pxu'poses  of  the  Act. 


M5U.S.C.  78f(b)(5). 

8  15U.S.C.  78k-l(a)(l). 


C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

The  Exchange  has  not  solicited,  and 
does  not  intend  to  solicit,  comments  on 
this  proposed  rule  change.  The 
Exchange  has  not  received  any 
unsolicited  written  comments  from 
members  or  other  interested  parties. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Within  45  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  period 

(i)  as  the  Commission  may  designate  up 
to  90  days  of  such  date  if  it  finds  such 
longer  period  to  be  appropriate  and 
publishes  its  reasons  for  so  finding  or 

(ii)  as  to  which  the  self-regulatory 
organization  consents,  the  Commission 
will: 

(A)  By  order  approve  or  disapprove 
such  proposed  rule  change,  or, 

(B)  institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
conunent  form  [http://www.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-EDGA-2010-18  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicftte 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-EDGA-2010-18.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,^  all  subsequent 


^The  text  of  the  proposed  rule  change  is  available 
on  the  Commission’s  Web  site  at  http:// 
www.sec.gov/Tutes/sro.shtml. 
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amendments,  all  written  statements  ' 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room,  on  official  business 
days  between  the  hours  of  10  a.m.  and 
3  p.m.  Copies  of  the  filing  also  will  be 
available  for  inspection  and  copying  at 
the  principal  office  of  the  Exchange.  All 
comments  received  will  be  posted 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  available  publicly.  All 
submissions  should  refer  to  File 
Number  SR-EDGA-2010-18  and  should 
be  submitted  on  or  before  December  15, 
2010. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.® 

Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  2010-29590  Filed  11-23-10;  8:45  am) 

BILLING  CODE  8011-01-P 


SMALL  BUSINESS  ADMINISTRATION 

Escalate  Capital  Partners  SBIC  I,  L.P., 
License  No.  06/06-0335;  Notice 
Seeking  Exemption  Under  Section  312 
of  the  Small  Business  Investment  Act, 
Conflicts  of  Interest 

Notice  is  hereby  given  that  Escalate 
Capital  Partners,  SEIC  I,  L.P.,  300  W.  6th 
Street,  Suite  2250,  Austin,  TX  78701,  a 
Federal  Licensee  under  the  Small  , 
Business  Investment  Act  of  1958,  as 
amended  (“the  Act”),  in  connection  with 
the  financing  of  a  small  concern,  has 
sought  an  exemption  under  Section  312 
of  the  Act  and  Section  107.730, 
Financings  which  Constitute  Conflicts 
of  Interest  of  the  Small  Business 
Administration  (“SBA”)  Rules  and 
Regulations  (13  CFR  107.730).  Escalate 
Capital  Partners,  SBIC  I,  L.P.  proposes  to 
provide  debt  security  financing  to 
WhaleShark  Media,  Inc,,  515  S. 

Congress  Avenue,  Suite  700,  Austin,  TX 
78704.  The  financing  is  contemplated  to 
provide  capital  for  operations  and 
contingent  payments  to  prior 
acquisitions. 

The  financing  is  brought  within  the 
purview  of  §  107.730(a)(1)  of  the 


8l7CFR200.30-3(a)(12).  '  '' 


Regulations  because  AV-EC  Partners  I, 
L.P.,  an  Associate  of  Escalate  Capital 
Partners,  SBIC  I,  L.P.,  owns  more  than 
ten  percent  of  WhaleShark  Media,  Inc. 
Therefore,  this  transaction  is  considered 
a  financing  of  an  Associate  requiring  an 
exemption. 

Notice  is  hereby  given  that  any 
interested  person  may  submit  written 
comments  on  the  transaction  within 
fifteen  days  of  the  date  of  this 
publication  to  the  Associate 
Administrator  for  Investment,  U.S. 
Small  Business  Administration,  409 
Third  Street,  SW.,  Washington,  DC 
20416. 

Dated:  November  17,  2010. 

Sean  Greene, 

Associate  Administrator  for  Investment. 

[FR  Doc.  2010-29603  Filed  11-23-10;  8:45  am] 

BILLING  CODE  8025-01 -P 


SMALL  BUSINESS  ADMINISTRATION 

Senior  Executive  Service:  Performance 
Review  Board  Members 

I 

agency:  U.S.  Small  Business, 
Administration. 

ACTION:  Notice  of  Members  for  the  FY 
2010  P^formance  Review  Board. 


summary:  Title  5  U.S.C.  4314(c)(4) 
requires  each  agency  to  publish 
notification  of  the  appointment  of 
individuals  who  may  serve  as  members 
of  that  Agency’s  Performance  Review 
Board  (PRB).  The  following  individuals 
have  been  designated  to  serve  on  the  FY 
2010  Performance  Review  Board  for  the 
U.S.  Small  Business  Administration. 

1.  David  B.  Robbins,  Chair,  Associate 
Administrator  for  Management  and 
Administration. 

2.  Jonathan  I.  Carver,  Chief  Financial 
Officer  and  Associate  Administrator  for 
Performance  Management. 

3.  James  E.  Rivera,  Deputy  Associate 
Administrator  for  Disaster  Assistance. 

4.  Sara  D.  Lipscomb,  General  Gounsel. 

5.  Ana  M.  Ma,  Ghief  of  Staff. 

Karen  G.  Mills, 

Administrator. 

[FR  Doc.  2010-29611  Filed  11-23-10;  8:45  am] 

BILLING  CODE  8025-01 -P 


SOCIAL  SECURITY  ADMINISTRATION 

Agency  Information  Collection 
Activities:  Proposed  Request  and 
Comment  Request 

The  Social  Security  Administration 
(SSA)  publishes  a  list  of  information 


collection  packages  requiring  clearance 
by  the  Office  of  Management  and 
Budget  (OMB)  in  compliance  with 
Public  Law  (Pub.  L.)  104-13,  the 
Paperwork  Reduction  Act  of  1995, 
effective  October  1, 1995.  This  notice 
includes  revisions  to  OMB-approved 
information  collections. 

SSA  is  soliciting  comments  on  the 
accuracy  of  the  agency’s  burden 
estimate;  the  need  for  the  information; 

•  its  practical  utility:  ways  to  enhance  its 
quality,  utility,  and  clarity:  and  ways  to 
minimize  burden  on  respondents, 
including  the  use  of  automated 
collection  techniques  or  other  forms  of 
information  technology.  Mail,  email,  or 
fax  your  comments  and 
recommendations  on  the  information 
collection(s)  to  the  OMB  Desk  Officer 
and  SSA  Reports  Clearance  Officer  at 
the  following  addresses  or  fax  numbers. 
(OMB),  Office  of  Management  and 
Budget,  Attn:  Desk  Officer  for  SSA. 
Fax:  202-395-6974.  E-mail  address: 
01RAJSubmission@omb.eop.gov 
(SSA),  Social  Security  Administration, 
DCBFM,  Attn:  Reports  Clearance 
Officer,  1333  Annex  Building,  6401 
Security  Blvd.,  Baltimore,  MD  21235. 
Fax:  410-965-6400.  E-mail  address: 
OPlM.RCO@ssa.gov. 

I.  The  information  collections  below 
are  pending  at  SSA.  SSA  will  submit 
them  to  OMB  within  60  days  from  the 
date  of  this  notice.  To  be  sure  we 
consider  your  comments,  we  must 
'receive  them  no  later  than  January  24, 
2011.  Individuals  can  obtain  copies  of 
the  collection  instruments  by  calling  the 
SSA  Reports  Clearance  Officer  at  410— 
965-8783  or  by  writing  to  the  above  e- 
mail  address. 

1.  Continuing  Disability  Review 
Report— 20  CFR  404.1589,  416.989- 
0960-0072.  SSA  conducts  periodic 
reviews  to  determine  whether 
individuals  receiving  disability  benefits 
continue  their  entitlement  to  or 
eligibility  for  those  benefits.  SSA 
collects  the  necessary  information  on 
Form  SSA-454  to  complete  the  review 
for  continued  disability  for  current 
Supplemental  Security  Income 
recipients.  SSA  conducts  reviews  on  a 
periodic  basis  depending  on  the 
respondent’s  disability.  We  obtain 
information  on  sources  of  medical 
treatment,  participation  in  vocational 
rehabilitation  programs  (if  any), 
attempts  to  work  (if  any),  and  the 
opinions  of  individuals  regarding 
whether  their  conditions  have 
improved.  The  respondents  are  Title  II 
and/or  Title  XVI  disability  recipients  or 
their  representatives. 
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Type  of  Request:  Revision  of  an  OMB- 
approved  information  collection. 


Modality  of  completion 


SSA-454-BK  (Paper  version)  . 

EDCS*  . 

SSA-454^ICR . 

Abbreviated  EDCS  interview  to  supplement  SSA-454-ICR 


Totals 


Number  of  re¬ 
spondents 

Frequency  of 
response 

Average 
burden  per 
response 
(minutes) 

Total  annual 
burden 
(hours) 

1,500 

1 

60 

1,500 

1,500 

1 

59 

1,475 

541,000 

1 

30 

270,500 

541,000 

25 

225,417 

1,085,000 

498,892 

*  Claims  representatives  may  choose  to  complete  the  EDCS  454  rather  than  the  SSA-454-BK. 


2.  State  Death  Match  Collections — 20 
CFR  404.301,  404.310-404.311,  404.316, 
404.330-404-341,  404.350-404.352, 
404.371;  416.912-0960-0700.  SSA  uses 
the  State  Death  Match  Collections  to 
ensure  the  accuracy  of  payment  files  by 
detecting  unreported  or  inaccurate 


deaths  of  beneficiaries.  Under  the  Social 
Security  Act,  entitlement  to  retirement, 
disability,  wife’s,  husband’s,  or  parent’s 
benefits  terminates  when  the  beneficiary 
dies.  The  States  furnish  death  certificate 
information  to  SSA  via  the  Manual 
Registration  Process  or  the  Electronic 


Death  Registration  Process  (EDR).  Both 
Death  Match  processes  are  automated 
electronic  transfers  between  the  States 
and  SSA.  The  respondents  are  the 
States’  bureaus  of  vital  statistics. 

Type  of  Request:  Revision  of  an  OMB- 
approved  information  collection. 


Collection 

format 


State  Death  Match — Manual  Process 
State  Death  Match — EDR . . 


Totals 


Number  of 

Frequency  of 

respondents 

responses 
(per  stale) 

53 

Average  cost 
per  record 
request 


.80 

2.86 


Estimated 
annual  cost 
burden 


$920,000 

4,290,000 


*5,210,000 


'  Please  note  both  data  matching  processes  are  electronic  and  there  is  no  hourly  bulften  for  the  respondent  to  provide  this  information. 


II.  SSA  has  submitted  the  information 
collection  listed  below  to  OMB  for 
clearance.  Your  comments  on  the 
information  collection  would  be  most  • 
useful  if  OMB  and  SSA  receive  them 
within  30  days  from  the  date  of  this 
publication.  To  be  sure  we  consider 
your  comments,  we  must  receive  them 
no  later  than  December  27,  2010.  You 


can  obtain  a  copy  of  the  OMB  clearance 
package  by  calling  the  SSA  Reports 
Clearance  Officer  at  410-965-8783  or  by 
writing  to  the  above  e-mail  address. 

1 .  Work  History  Report — 20  CFR  • 
404.1515,  404.1560,404.1565,  416.960 
and  4163965-0960-0578.  Under 
certain  circumstances,  SSA  asks 
individuals  about  work  they  performed 
in  the  past.  Applicants  use  Form  SSA- 


3369  to  provide  detailed  information 
about  jobs  held  prior  to  becoming 
unable  to  work.  State  Disability 
Determination  Services  evaluate  the 
information,  together  with  medical 
evidence,  to  determine  eligibility  for 
disability. 

Type  of  Request:  Revision' of  an  0MB- 
approved  information  collection. 


Collection 

method 

Number  of 
respondents 

Frequency 

of 

response 

Average 
burden  per 
response 
(hours) 

Estimated 

annual 

burden 

(hours) 

SSA-3369  (Paper  form)  . 

1,090,346 

1 

1 

1,090,346 

EDCS  3369  . 

607,122 

1 

1 

607,122 

Totals  . 

1,697,468 

1,697,468 

2.  Appeal  of  Determination  for  Help 
with  Medicare  Prescription  Drug  Plan 
Costs— 0960-0695.  Public  Law  108-173, 
the  Medicare  Prescription  Drug, 
Improvement,  and  Modernization  Act  of 
2003  (MMA),  established  the  Medicare 
Part  D  program  for  voluntary 
prescription  drug  coverage  for  certain 
low-income  individuals.  The  MMA 
stipulates  subsidies  must  be  available 
for  individuals  who  are  eligible  for  the 
progreun  and  who  meet  eligibility 
criteria  for  help  with  premium. 


deductible,  or  co-payment  costs.  Form 
SSA-1021,  Appeal  of  Determination  for 
Help  with  Medicare  Prescription  Drug 
Plan  Costs,  obtains  information  from 
individuals  who  appeal  SSA’s  decisions 
regarding  eligibility  or  continuing 
eligibility  for  a  Medicare  Part  D  subsidy. 
The  respondents  are  applicants  who  are 
appealing  SSA’s  eligibility  or 
continuing  eligibility  decisions. 

Type  of  Request:  Revision  of  an  OMB- 
approved  information  collection. 

Number  of  Respondents:  75,000. 


Frequency  of  Response:  1. 

Average  Burden  per  Response:  10 
minutes. 

Estimated  Annual  Burden:  12,500 
hours. 

Dated:  November  18;  2010. 

Liz  Davidson, 

Center  Director,  Center  for  Reports  Clearance, 
Social  Security  Administration. 

[FR  Doc.  2010-29576  Filed  11-23-10;  8:45  am] 
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SOCIAL  SECURITY  ADMINISTRATION 
[Docket  No.  SSA-201 0-0076] 

Occupational  Information  Development 
Advisory  Panel  Meeting 

agency:  Social  Security  Administration 
(SSA). 

ACTION:  Notice  of  Upcoming  Quarterly 
Panel  Meeting. 

DATES:  December  8,  2010,  8:30  a.m.-5 
p.m.  (EST). 

Location:  Radisson  Plaza  Lord 
Baltimore. 

ADDRESSES:  20  West  Baltimore  Street, 
Baltimore,  MD  21201. 

By  Teleconference:  (866)  961-5938 
SUPPLEMENTARY  INFORMATION: 

Type  of  meeting:  The  meeting  is  open 
to  the  public. 

Purpose:  This  discretionary  Panel, 
established  under,  the  Federal  Advisory 
Committee  Act  of  1972,  as  amended, 
shall  report  to  the  Commissioner  of 
Social  Security.  The  Panel  will  advise 
the  Agency  on  the  creation  of  an 
occupational  information  system 
tailored  specifically  for  our  disability 
determination  process  and  adjudicative 
needs.  Advice  and  recommendations 
will  relate  to  our  disability  programs  in 
the  following  areas:  medical  and 
vocational  analysis  of  disability  claims; 
occupational  analysis,  including 
definitions,  ratings  and  capture  of 
physical  and  mental/cognitive  demands 
of  work  and  other  occupational 
information  critical  to  our  disability 
programs;  data  collection;  use  of 
occupational  information  in  our 
disability  programs;  and  any  other 
area(s)  that  would  enable  us  to  develop 
an  occupational  information  system 
suited  to  its  disability  programs  and 
improve  the  medical-vocational 
adjudication  policies  and  processes. 

Agenda:  The  Panel  will  meet  on 
Wednesday,  December  8,  2010,  from 
8:30  a.m.  until  5  p.rh.  (EST). 

The  tentative  agenda  for  this  meeting 
includes:  A  presentation  on  the  status  of 
the  SSA  FY  2010  Occupational 
Information  System  Development  (OID) 
project  activities  and  the  proposed 
integration  with  Panel  milestones; 
OIDAP  Chair  and  subcommittee  reports; 
individual  and  organizational  public 
comment;  public  comment;  Panel 
discussion  and  deliberation;  and,  an 
administrative  business  meeting.  We 
will  post  the  final  agenda  on  the 
Internet  prior  to  the  meeting  at  http:// 
www.socialsecurity.gov/oidap. 

The  Panel  will  hear  public  comment 
during  the  Quarterly  Meeting  on 
Wednesday,  December  8,  from  3:45  p.m. 
to  4:15  p.m.  (EST).  Members  of  the 


public  must  reserve  a  time  slot — 
assigned  on  a  first  come,  first  served 
basis — in  order  to  comment.  In  the  event 
that  scheduled  public  comment  does 
not  take  the  entire  time  allotted,  the 
Panel  may  use  any  remaining  time  to 
deliberate  or  conduct  other  business. 

Those  interested  in  providing 
testimony  in  person  at  the  meeting  or 
via  teleconference  should  contact  the 
Panel  staff  by  e-mail  to  debra.tidwell- 
peters@ssa.gov.  Individuals  providing 
testimony  are  limited  to  a  maximum 
five  minutes:  organizational 
representatives,  a  maximum  of  ten 
minutes.  You  may  submit  written 
testimony,  no  longer  than  five  (5)  pages, 
at  any  time  in  person  or  by  mail,  fax  or 
e-mail  to  OIDAP@ssa.gov  ior  Panel 
consideration. 

Seating  is  limited.  Those  needing 
special  accommodation  in  order  to 
attend  or  participate  in  the  meeting  [e.g., 
sign  language  interpretation,  assistive 
listening  devices,  or  materials  in 
alternative  formats,  such  as  large  print 
or  CD)  should  notify  Debra  Tidwell- 
Peters  via  e-mail  to  debra.tidwell- 
peters@ssa.gov  no  later  than  December 
1,  2010.  We  will  attempt  to 
accommodate  requests  made  but  cannot 
guarantee  availability  of  services.  All 
meeting  locations  are  barrier  free. 

For  telephone  access  to  the  meeting 
on  December  8,  please  dial  toll-free  to 
(866)  961-5938. 

Contact  Information:  Records  of  all 
public  Panel  proceedings  are 
maintained  and  available  for  inspection. 
Anyone  requiring  further  information 
should  contact  the  Panel  staff  at: 
Occupational  Information  Development 
Advisory  Panel,  Social  Security 
Administration,  6401  Security 
Boulevard,  3-E-26  Operations, 
Baltimore,  MD  21235-0001.  Fax:  410- 
597-0825.  E-mail  to:  OIDAP@ssa.gov. 
For  additional  information,  please  visit 
the  Panel  Web  site  at  http://  " 
www.ssa.gov/oidap. 

Debra  A.  Tidwell, 

Designated  Federal  Officer,  Occupational 
Information  Development  Advisory  Panel. 

[FR  Doc.  2010-29578  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4191-02-P 


DEPARTMENT  OF  STATE 

[Public  Notice:  7246] 

Culturally  Significant  Objects  Imported 
for  Exhibition  Determinations: 
“Salvator  Rosa:  Bandits,  Wilderness 
and  Magic” 

SUMMARY:  Notice  is  hereby  given  of  the 
following  determinations:  Pursuant  to 
the  authority  vested  in  me  by  the  Act  of 


October  19, 1965  (79  Stat.  985;  22  U.S.C. 
2459),  Executive  Order  12047  of  March 
27,  1978,  the  Foreign  Affairs  Reform  and 
Restructuring  Act  of  1998  (112  Stat. 

2681,  et  seq.;  22  U.S.C.  6501  note,  et 
seq.).  Delegation  of  Authority  No.  234  of 
October  1, 1999,  and  Delegation  of 
Authority  No.  236-3  of  August  28,  2000, 
I  hereby  determine  that  the  objects  to  be 
included  in  the  exhibition  “Salvator 
Rosa:  Bandits,  Wilderness  and  Magic”, 
imported  from  abroad  for  temporary 
exhibition  within  the  United  States,  are 
of  cultural  significance.  The  objects  are 
imported  pursuant  to  loan  agreements 
with  the  foreign  owners  or  custodians.  • 
I  also  determine  that  the  exhibition  or 
display  of  the  exhibit  objects  at  the 
Kimbell  Art  Museum,  Fort  Wortfr  TX, 
from  on  or  about  December  12,  2010, 
until  on  or  about  March  27,  2011,  and 
at  possible  additional  exhibitions  or 
venues  yet  to  be  determined,  is  in  the 
national  interest.  Public  Notice  of  these 
Determinations  is  ordered  to  be 
published  in  the  Federal  Register. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
further  information,  including  a  list  of 
the  exhibit  objects,  contact  Carol  B. 
Epstein,  Attorney-Adviser,  Office  of  the 
Legal  Adviser,  U.S.  Department  of  State 
(telephone:  202/632-6473).  The  address 
is  U.S.  Department  of  State,  SA-5,  L/PD, 
Fifth  Floor,  Washington,  DC  20522- 
0505. 

Dated:  November  18,  2010. 

Ann  Stock, 

Assistant  Secretary,  Bureau  of  Educational 
and  Cultural  Affairs,  Department  of  State. 

[FR  Doc.  2010-29633  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4710-05-P 


DEPARTMENT  OF  STATE 

[Public  Notice  No.  7245] 

Advisory  Committee  On  Historical 
Diplomatic  Documentation;  Notice  of 
Meeting 

Summary:  The  Advisory  Committee 
on  Historical  Diplomatic  Documentation 
will  meet  on  December  13-14,  2010  at 
the  Department  of  State,  2201  “C”  Street, 
NW.,  Washington,  DC.  Prior  notification 
and  a  valid  government-issued  photo  ID 
(such  as  driver’s  license,  passport,  U.S. 
government  or  military  ID)  are  required 
for  entrance  into  the  building.  Members 
of  the  public  planning  to  attend  the 
open  session  must  notify  Nick  Sheldon, 
Office  of  the  Historian  (202-663-1123) 
no  later  than  December  9,  2010,  to 
provide  date  of  birth,  valid  government- 
issued  photo  identification  number  and 
type  (such  as  driver’s  license  number/ 
state,  passport  number/country,  or  U.S. 
government  ID  number/ agency  or 
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military  ID  number/branch),  and 
relevant  telephone  numbers.  If  you 
cannot  provide  one  of  the  specified 
forms  of  ID,  please  consult  with  Nick 
Sheldon  for  acceptable  alternative  forms 
of  picture  identification.  In  addition, 
any  requests  for  reasonable 
accommodation  sRould  be  made  no  later 
than  December  7,  2010.  Requests  for 
reasonable  accommodation  received 
after  that  time  will  be  considered,  but 
might  be  impossible  to  fulfill. 

The  Committee  will  meet  in  open 
session  from  11  a.m.  until  12  noon  on 
Monday,  December  13,  2010,  in  the 
Department  of  State,  2201  “C”  Street, 
NW.,  Washington,  DC,  in  Conference 
Room  1205,  to  discuss  declassification 
and  transfer  of  Department  of  State 
records  to  the  National  Archives  and 
Records  Administration  and  the  status 
of  the  Foreign  Relations  series.  The 
remainder  of  the  Committee’s  sessions 
from  1:30  p.m.  until  4:45  p.m.  on 
Monday,  December  13,  2010  and  9  a.m. 
until  12  noon  on  Tuesday,  December  14, 
2010,  will  be  closed  in  accordance  with 
Section  10(d)  of  the  Federal  Advisory 
Committee  Act  (Pub.  L.  92-463).  The 
agenda  calls  for  discussions  of  agency 
declassification  decisions  concerning 
the  Foreign  Relations  series  and  other 
declassification  issues.  These  are 
matters  properly  classified  and  not 
subject  to  public  disclosure  under  5 
U.S.C.  552b(c)(l)  and  the  public- interest 
requires  that  such  activities  be  withheld 
from  disclosure. 

Personal  data  is  requested  pursuant  to 
Public  Law  99-399  (Omnibus 
Diplomatic  Security  and  Antiterrorism 
Act  of  1986),  as  amended;  Public  Law 
107-56  (USA  PATRIOT  Act);  and 
Executive  Order  13356.  The  purpose  of 
the  collection  is  to  validate  the  identity 
of  individuals  who  enter  Department 
facilities.  The  data  will  be  entered  into 
the  Visitor  Access  Control  System 
(VACS-D)  database.  Please  see  the 
Privacy  Impact  Assessment  for  VACS-D 
at  http://vm^.state.gov/documents/ 
organization/ 100305. pdf,  for  additional 
information. 

Questions  concerning  the  meeting 
should  be  directed  to  Ambassador 
Edward  Brynn,  Executive  Secretary', 
Advisory  Committee  on  Historical 
Diplomatic  Documentation,  Department 
of  State,  Office  of  the  Historian, 
Washington,  DC  20520,  telephone  (202) 
663-1123,  (e-mail  history@state.gov). 

Dated:  November  8,  2010. 

Ambassador  Edward  Brynn, 

Executive  Secretary,  Advisory  Committee  on 
Historical  Diplomatic  Documentation, 
Department  of  State. 

iFR  Doc.  2010-29673  Filed  11-23-10;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 

[Docket  No.  DOT-OST-201 0-0284] 

Agency  Requests  for  Renewal  of  a 
Previously  Approved  Information 
Collection:  Uniform  Relocation 
Assistance  and  Real  Property 
Acquisition  Regulations  for  Federal 
and  Federally  Assisted  Programs 

AGENCY:  Office  of  the  Secretary,  DOT. 
ACTION:  Notice  and  request  for 
comments. 

SUMMARY:  The  Department  of 
Transportation  (DOT)  invites  public 
comments  about  our  intention  to  request 
the  Office  of  Management  and  Budget’s 
(OMB)  approval  to  renew  an 
information  collection.  The  collection 
involves  a  certification  of  residency 
status  from  affected  persons  to  establish 
eligibility  for  relocation  assistance  and 
payments.  Displacing  agencies  will 
require  each  person  who  is  to  be 
displaced  by  a  Federal  or  federally 
assisted  project,  as  a  condition  of 
eligibility  for  relocation  jiayments  or 
advisory  assistance,  to  certify  that  he  or 
she  is  layvfully  present  in  the  United 
States.  The  information  to  be  collected 
will  be  used  to  certify  that  a  displaced 
person  is  lawfully  present  in  the  United 
States  as  required  by  Public  Law  105- 
117  and  49  CFR  24.208.  We  are  required 
to  publish  this  notice  in  the  Federal 
Register  by  the  Paperwork  Reduction 
Act  of  1995,  Public  Law  104-13. 

DATES:  Please  submit  comments  by 
January  24,  2011. 

ADDRESSES:  You  may  submit  comments 
[identified  by  Docket  Number  DOT- 
OST-2004-169511]  by  any  of  the 
following  methods: 

•  Federal  eRuIemaking  Portal:  Go  to 
http://www.reguIations.gov.  Follow  the 
online  instructions  for  submitting 
comments. 

•  Fax;  1-202^93-2251. 

•  Mail  or  Hand  Delivery:  Docket 
Management  Facility:  U.S.  Department 
of  Transportation,  1200  New  Jersey 
Avenue,  SE.,  West  Building,  Room 
W12-140,  Washington,  DC  20590, 
between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  on  Federal 
holidays. 

FOR  FURTHER  INFORMATION  CONTACT: 

Marshall  Wainright,  (202)  366^842, 
Office  of  Real  Estate  Services,  Federal 
Highway  Administration,  U.S. 
Department  of  Transportation,  1200 
New  Jersey  Avenue,  SE.,  Washington, 
DC  20590. 

SUPPLEMENTARY  INFORMATION: 

OMB  Control  No:  2105-0508. 

Title:  Uniform  Relocation  Assistance 
and  Real  Property  Acquisition 


Regulations  for  Federal  and  Federally 
Assisted  Programs. 

Type  of  Review:  Renewal  of  a 
previously  approved  information 
collection. 

Background:  This  regulation 
implements- amendments  to  42  U.S.C. 
4602  et  seq.  concerning  acquisition  of 
real  property  and  relocation  for 
displaced  persons  for  Federal  and 
federally-assisted  programs.  It  prohibits 
the  provision  of  relocation  assistance 
and  payments  to  persons  not  legally  in 
the  United  States  (with  certain 
exceptions).  The  information  collected 
consists  of  a  certification  of  residency 
status  from  affected  persons  to  establish 
eligibility  for  relocation  assistance  and 
payments.  Displacing  agencies  will 
require  each  person  who  is  to  be 
displaced  by  a  Federal  or  federally 
assisted  project,  as  a  condition  of 
eligibility  for  relocation  payments  or 
advisory  assistance,  to  certify  that  he  or 
she  is  lawfully  present  in  the  United 
States. 

Respondents:  State  highway  agencies, 
local  government  highway  agencies,  and 
airport  sponsors  receiving  financial 
assistance  for  expenditures  of  Federal 
Funds  on  acquisition  and  relocation 
payments  and  required  services  to 
displaced  persons. 

Frequency:  On  occasion. 

Estimated  Number  of  Respondents: 

20,000. 

Estimated  Number  of  Responses:  1 
per  respondent. 

Estimated  Total  Annual  Burden: 
25,000  hours. 

Public  Comments  Invited:  You  are 
asked  to  comment  on  any  aspect  of  this 
information  collection,  including:  (a) 
Whether  the  proposed  collection  is 
necessary  for  the  Department’s 
performance:  (b)  the  accuracy  of  the 
estimated  burden;  (c)  ways  for  the 
Department  to  enhance  the  quality, 
utility,  and  clarity  of  the  information 
collection;  and  (d)  ways  that  the  burden 
could  be  minimized  without  reducing 
the  quality  of  the  collected  information. 
The  agency  will  summarize  and/or 
include  your  comments  in  the  request 
for  OMB’s  clearance  of  this  information 
collection. 

Authority:  The  Paperwork  Reduction  Act 
of  1995;  44  U.S.C.  Chapter  35,  as  amended; 
and  49  CFR  1.48. 

Issued  in  Washington,  DC,  on  November 
17, 2010. 

Patricia  Lawton, 

Departmental  PRA  Clearance  Officer,  Office 
of  the  Chief  Information  Officer. 

[FR  Doc.  201P-29609  Filed  11-23-10;  8:45  am] 
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department  of  transportation 

Office  of  the  Secretary  of 
Transportation 

[DOT  Docket  No.  DOT-OST-201 0-0074] 

The  Future  of  Aviation  Advisory 
Committee  (FAAC);  Notice  of  Meeting 

agency:  U.S.  Department  of 
Transportation,  Office  of  the  Secretary 
of  Transportation. 

ACTION:  The  Future  of  Aviation 
Advisory  Committee  (FAAC);  Notice  of 
Meeting. 

SUMMARY:  The  U.S.  Department  of  . 
Transportation,  Office  of  the  Secretary 
of  Transportation,  announces  the  fifth 
meeting  of  the  FAAC,  which  will  be 
held  in  Washington,  DC.  This  notice 
announces  the  date,  time,  and  location 
of  the  meeting,  which  will  be  open  to 
the  public.  The  purpose  of  FAAC  is  to 
provide  advice  and  recommendations  to 
the  Secretary  of  Transportation  to 
ensure  the  competitiveness  of  the  U.S. 
aviation  industry  and  its  capability  to 
effectively  manage  the  evolving 
transportation  needs,  challenges,  and 
opportunities  of  the  global  economy. 
DATES:  The  meeting  will  be  held  on 
December  15,  2010,  from  9:30  a.m.  to 
3  p.m. 

ADDRESSES:  The  meeting'will  be  held  at 
the  offices  of  the  Department  of 
Transportation,  1200  New  Jersey  ; 
Avenue,  SE.,  Washington,  DC  20590,  on 
the  ground  floor  of  the  West  Building 
Atrium  located  across  the  street  from 
the  Navy  Yard  (Green  Line)  Metro 
station. 

Agenda:  A  copy  of  the.detailed 
agenda  will  be  posted  at  n'ww.dot.gov/ 
faac. 

Public  Access:  The  meeting  is  open  to 
the  public.  (See  below  for  registration 
instructions.) 

Entering  the  DOT  Headquarters , 
Building: 

•  Admission  will  be  at  the  New  Jersey 
Avenue  entrance  only. 

•  A  valid  form  of  government  issued 
ID  with  an  expiration  date  is  required. 

•  Only  pre-registered  attendees  may 
attend  the  meeting. 

•  Check-in  is  from  8:45  a.m.  to  9:30 
a.m.  Please  arrive  early  for  parking, 
security  clearance,  and  escort  to  meeting 
room. 

•  Attendees  must  be  screened  and 
pass  through  a  metal  detector. 

•  No  firearms  are  allowed  in  the 
building,  including  with  protection 
detail. 

•  Special  accessibility  requirements 
should  be  noted  at  time  of  e-mail 
registration. 


•  There  is  no  facility  parking  and 
parking  at  public  parking  lots  is  limited. 
Car-pooling  or  use  of  public 
transportation  is  recommended. 

•  Public  Transportation  information: 
The  Navy  Yard  metro  stop  on  the  Green 
Line  (at  M  Street  and  New  Jersey 
Avenue,  SE)  is  across  the  street  from 
dot’s  New  Jersey  Avenue  entrance. 
There  are  several  buses  with  stops 
nearby.  See  http://www.wmata.com  for 
more  information  on  trip  planning. 

Public  Comments:  Comments  to  the 
committee  can  also  be  made  in  writing 
in  advance  of  the  meeting.  Comments 
received  by  close  of  business  on 
December  10,  2010,  will  be  used  to 
inform  the  day’s  discussions.  Written 
comments  should  address  one  or  more 
of  the  fiv^  topics  (competition, 
environment,  finance,  safety,  and 
workforce/labor)  that  were  published  in 
the  Federal  Advisory  Committee  Charter 
at  http://www.reguIatio'ns.gov  (Docket 
DOT-OST-2010-0074)’.  You  may  file 
comments  identified  by  the  docket 
number  DOT-OST-2010-0074  using 
any  of  the  following  methods: 

•  Federal  eHuIemaking  Portal:  Go  to 
http://www.regulations.gov  and  follow 
the  online  instructions  for  submitting 
comments. 

•  Mail:  Docket  Management  Facility, 
U.S.  Department  of  Transportation,  1200 
New  Jersey  Ave.,  SE.,  Room  W12-140, 
Washington,  DC  20590-0001. 

•  Hand  Delivery  or  Courier:  West 
Building  Ground  Floor,  Room  Wl 2-140, 
1200  New  Jersey  Ave.,  SE.,  between 

9  a.m.  and  5  p.m.  ET,  Monday  through 
Friday,  except  Federal  holidays. 

•  E-mail:  In  addition,  you  may  send 
a  written  copy  of  your  comments  and 
questions  to  FAAC@dot.gov  and  include 
one  of  the  following  in  the  subject  line 
when  making  your  e-mail  submission: 
“Financing,”  “Safety,”  “Environment,” 
“Workforce/Labor,”  “Competition,”  and/ 
or  “General  comment.” 

Registration 

•  Space  is  limited.  Registration  will 
be  available  first-come,  first-serve.  Once 
the  maximum  number  of  250  registrants 
has  been  reached,  registration  will  close. 
Requests  to  attend  the  meeting  must  be 
received  by  close  of  ljusiness  on 
Monday,  December  13. 

•  All  foreign  nationals  must  register 
and  provide  their  date  of  birth  and 
passport  number  and  country  of  issue 
by  Friday,  December  10. 

•  Persons  with  disabilities  who 
require  special  assistance  should  advise 
the  Department  at  FAAC@dot.gov,  under 
the  subject  line  of  “Special  Assistance” 
of  their  anticipated  special  needs  as 
early  as  possible. 


•  To  register:  Send  an  e-mail  to 
FAAC@dot.gov  with  “Registration”  in 
the  subject  line  including  the  following 
information: 

o  Last  name.  First  name 
Q  Title  (if  any) 

o  Company  or  affiliation  (if  any) 
o  Address 
o  Phone  number 
o  U.S.  Citizen  (Y/N) 
c  E-mail  address  in  order  for  us  to 
confirm  your  registration 

•  The  DOT  Headquarters  Building  is 
a  secure  Federal  facility. 

•  Lunch  will  be  available  for 
purchase  on-site  (cash  only). 

•  An  e-mail  will  be  sent  confirming 
your  registration  along  with  details  on 
security  procedures  for  entering  the 
DOT  Headquarters  Building. 

•  There  is  no  Internet  access. 

Bringing  computers  into  the  building 
requires  additional  security  screening. 
SUPPLEMENTARY  INFORMATION:  This  is  the 
final  advisory  committee  meeting. 
Members  of  the  public  may  review  the 
FAAC  charter  and  minutes  of  FAAC 
meetings  at  http://www.regulations.gov 
in  docket  number  DOT-OST-2010- 
0074  or  the  FAAC  Web  site  at  http:// 
wv^nv. dot. gov /faac. 

FOR  FURTHER  INFORMATION  CONTACT: 
Pamela  Hamilton,  Designated  Federal 
Officer,  Future  of  Aviation  Advisory 
Committee,  202-267-9677, 
FAAC@dot.gov. 

Issued  on:  November  16,  2010. 

Ray  LaHood, 

Secretary  of  Transportation. 

|FR  Doc.  2010-29608  Filed  11-23-10;  8:4.5  am) 
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DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

[U.S.  DOT  Docket  Number  NHTSA-2010- 
0124] 

Reports,  Forms,  and  Recorcf  keeping 
Requirements 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA), 
Department  of  Transportation. 

ACTION:  Request  for  public  comment  on 
proposed  collection  of  information, 
extension  of  comment  period. 

SUMMARY:  Before  a  Federal  agency  can 
collect  certain  information  from  the 
public,  it  must  receive  approval  from 
the  Office  of  Management  and  Budget 
(OMB).  Under  procedures  established 
by  the  Paperwork  Reduction  Act  of 
1995,  before  seeking  OMB  approval. 
Federal  agencies  must  solicit  public 
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comment  on  proposed  collections  of 
information,  including  extensions  and 
reinstatements  of  previously  approved 
collections.  On  September  3,  2010, 
NHTSA  published  a  request  for 
comment  on  one  collection  of 
information  for  which  it  intends  to  seek 
OMB  approval  (75  FR  54217).  This 
notice  reopens  the  comment  period  for 
this  notice. 

DATES:  Comments  must  be  received  on 
or  before  December  27,  2010. 

ADDRESSES:  You  may  submit  comments, 
identified  by  the  docket  number  in  the 
heading  of  this  document,  by  any  of  the 
following  methods: 

•  ^Federal  eRulemaking  Portal:  Go  to 
http://\\'ww.regulations.gov.  Follow  the 
instructions  for  submitting  comments 
on  the  electronic  docket  site  by  clicking 
on  “Help”  or  “FAQ.” 

•  Hand  Delivery:  1200  New  Jersey 
Avenue  SE.,  West  Building  Ground 
Floor.  Room  VV12-140,  between  9  a.m. 
and  5  p.m.  Eastern  Time,  Monday 
through  Friday,  except  Federal  holidays. 

•  Fa.v:  202-493-2251. 

Regardless  of  how  you  submit 
comments,  you  should  mention  the 
docket  number  of  this  document. 

You  may  call  the  Docket  Management 
Facility  at  202-366-9826. 

Instructions:  For  detailed  instructions 
on  submitting  comments  and  additional 
information  on  the  rulemaking  process, 
seethe  Public  Participation  heading  of 
the  Supplementary  Information  section 
of  this  document.  Note  that  all 
comments  received  will  be  posted 
without  change  to  http:// 
www.regulations.gov,  including  any 
personal  information  provided. 

Privacy  Act:  Anyone  is  able  to  search 
the  electronic  form  of  all  comments 
received  into  any  of  our  dockets  by  the 
name  of  the  individual  submitting  the 
comment  (or  signing  the  comment,  if 
submitted  on  behalf  of  an  association, 
business,  labor  union,  etc.].  You  may 
review  DOX’s  complete  Privacy  Act 
Statement  in  the  Federal  Register 
published  on  April  11,  2000  (65  FR 
19477-78)  or  you  may  visit  http:// 
www.dot. gov/privacy. h  tml. 

Docket:  For  access  to  the  docket  to 
read  background  documents  or 
comments  received,  go  to  http:// 
www.regulations.gov,  or  the  street 
address  listed  above.  Follow  the  online 
instructions  for  accessing  the  dockets. 
FOR  FURTHER  INFORMATION  CONTACT:  Kil- 
Jae  Hong,  NHTSA,  1200  New  Jersey 
Avenue  SE.,  W52-232,  NPO-520,  ' 
Washington,  DC  20590.  Ms.  Hong’s 
telephone  number  is  (202)  493-0524 
and  e-mail  address  is  kil- 
jae.hongf^dot.gov. 


SUPPLEMENTARY  INFORMATION:  On 

September  3,  2010,  NHTSA  published  a 
request  for  comment  on  one  collection 
of  information  for  which  it  intends  to 
seek  OMB  approval  (75  FR  54217).  That 
notice  explained  that  to  further 
NHTSA’s  development  of  a  national  tire 
fuel  efficiency  consumer  information 
program  required  under  the  Energy 
Independence  and  Security  Act  of 
2007,^  NHTSA  is  proposing  a  multi- 
phased  consumer  research  project  and  is 
currently  requesting  comment  on  the 
first  phase  of  that  research,  which  will 
consist  of  qualitative  focus  group  market 
research  and  tire  retailer  interviews.  On 
September  27,  2010,  NHTSA  published 
an  amended  request  for  comment  with 
regards  to  focus  group  location, testing 
for  the  impact  of  basing  a  tire  fuel 
efficiency  rating  on  rolling  resistance 
coefficient  (RRC)  vs.  rolling  resistance 
force  (RRF),  and  testing  for  the 
recognition  of  existing  labeling.  (75  FR 
59319) 

NHTSA  has  recently  placed  in  the 
docket  for  this  notice  draft  documents 
that  may  assist  commenters  in 
elaborating  on  NHTSA’s  proposed  plan. 
These  documents  include  a  summary  of 
the  focus  group  methodology,  screening 
criteria  of  focus  group  participants,  the 
draft  focus  group  discussion  guide,  the 
proposed  labels  that  will  be  shown  and 
discussed,  and  the  tire  retailer  intepiew 
discussion  guide. 

NHTSA  notes  that  comments  have 
already  been  sought  on  and  a  public 
meeting  has  already  been  held  on  a  draft 
-research  plan  for  the  consumer  research 
that  is  the  subject  of  this  collection  of 
information. 2  The  relevance  and 
poignancy  of  stakeholders’  comments 
may  be  enhanced  by  reviewing  that 
draft  research  plan  and  comments 
received  in  response  to  the  draft 
research  plan  and  public  meeting,  as 
well  as  comments  already  received  in 
response  to  the  original  request  for 
comments. 

Issued  on:  November  18,  2010. 

Gregory  A.  Walter, 

Senior  Associate  Administrator,  Policy  and 
Operations.  » 

IFR  Doc.  2010-29543  Filed  11-23-10;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Second  Meeting:  RTCA  Special 
Committee  224:  Airport  Security 
Access  Control  Systems 

AGENCY: -Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  RTGA  Special 
Committee  224  meeting:  Airport 
Security  Access  Control  Systems 
(Update  to  DO-230B). 

SUMMARY:  The  FAA  is  issuing  this  notice 
to  advise  the  public  of  a  meeting  of 
RTCA  Special  Committee  224:  Airport 
Security  Access  Control  Systems. 

DATES:  The  meeting  will  be  held 
December  9,  2010,  from  10  a.m.  to  5 
p.m.. 

ADDRESSES:  The  meeting  will  be  held  at 
RTCA,  Inc.,  1828  L  Street,  NW.,  .Suite 
805,  Macintosh — NBAA  Room  and 
Hilton — ATA  Room,  Washington  DC, 
20036. 

FOR  FURTHER  INFORMATION  CONTACT: 

RTCA  Secretariat,  1828  L  Street,  NW. 
Suite  805,  Washington,  DC,  20036; 
telephone  (202)  833-9339;  fax  (202) 
833-9434;  Web  site  http://www.rtca.org. 
SUPPLEMENTARY  INFORMATION:  Pursuant 
to  section  10(a)(2)  of  the  Federal 
Advisory  Comrnittee  Act  (Pub.  L.  92- 
463,  5  U.S.C.,  Appendix  2),  notice  is 
hereby  given  for  a  Special  Committee 
224;  Airport  Security  Access  Control 
Systems  (Update  to  DO-230B): 

Agenda 

December  9,  2010 

•  Welcome/Introductions/ 
Administrative  Remarks 

•  Review/Approve  Summary — First 
Meeting 

•  Agenda  Overview 

•  Report  on  Security  Construction 
Guidelines  Meeting 

•  Workgroup  Reports 

•  Credentials  PACS  Interoperability 

•  Biometrics  Interoperability 

•  Migration  Communications 

•  Other  Input  From  Members 

•  Work  Objectives  for  Next  Plenary 

•  Other  Business 

•  Establish  Agenda  for  Next  Meeting 

•  Date  and  Place  of  Next  Meeting 

.  Attendance  is  open  to  the  interested 
public  but  limited  to  space  availability. 
With  the  approval  of  the  chairmen, 
members  of  the  public  may  piresent  oral 
statements  at  the  meeting.  Persons 
wishing  to  present  statements  or  obtain 
information  should  contact  the  person 
listed  in  the  FOR  FURTHER  INFORMATION 
CONTACT  section.  Members  of  the  public 
may  present  a  written  statement  to  the 
committee  at  any  time. 
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Issued  in  Washington,  DC,  on  November 
17,2010. 

Robert  L.  Bostiga, 

RTC A  Advisory  Committee. 

(FR  Doc.  2010-29544  Filed  ll-23-l£(;  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

[NHTSA  Docket  No.  NHTSA-2010-0155] 

National  Emergency  Medical  Services 
Advisory  Council  Meeting  Notice  . 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA), 
Department  of  Transportation  (DOT). 
ACTION:  National  Emergency  Medical 
Services  Advisory  Council  (NEMSAC); 
Notice  of  Federal  Advisory  Committee 
Meeting. 


FOR  FURTHER  INFORMATION  CONTACT: 

Drew  Dawson,  Director,  Office  of 
Emergency  Medical  Services,  NHTSA, 
1200  New  Jersey  Avenue,  SE.,  NTI-140, 
Washington,  DC  20590,  telephone 
number  (202)  366-9966;  e-mail 
Drew.Dawson@dot.gov. 

SUPPLEMENTARY  INFORMATION:  Notice  of 
this  meeting  is  given  under  the  Federal 
Advisory  Committee  Act,  Public  Law 
92-463,  as  amended  (5  U.S.C.  App.  1  et 
seq.].  The  NEMSAC  will  be  holding  its 
eighth  meeting  on  Tuesday  and 
Wednesday,  December  14  and  15,  2010, 
at  the  Omni  Shoreham  Hotel,  2500 
Calvert  Street,  NW.,  Washington,  DC 
20009. 

Agenda  of  Council  Meeting,  December 
14-15,  2010 

The  tentative  agenda  includes  the 
following: 

Tuesday,  December  14,  2010 

(1)  Opening  Remarks; 

(2)  Introduction  of  Members  and  all  in 
attendance; 

(3)  Review  and  Approval  of  Minutes 
of  last  Meeting; 

(4)  Discussion  on  NEMSAC  Method  of 
Operations  and  Code  of  Conduct; 

(5)  Discussion  of  Priority  EMS  issues; 

(6)  Determination  of  Committee 
Structure  and  Membership. 

Wednesday,  December  15,  2010 

(1)  Introductions  and  Review  of  14 
December  Discussion; 

(2)  NHTSA  &  Federal  Interagency 
Committee  on  EMS  (FICEMS)  Update; 

(3)  Public  Comment  Period; 

(4)  Federal  Partner  Update; 

(5)  Brief  from  National  Commission 
on  Children  and  Disasters; 

(6)  2011  Meeting  Schedule; 

(7)  Brief  Committee  Organizational 
Meetings; 

(8)  Next  Steps  and  Adjourn. 

A  public  comment  period  will  take 
place  on  December  15,  2010,  between  9 
a.m.  and  9:30  a.m. 

Public  Attendance:  The  meeting  is 
open  to  the  public.  Persons  with 
disabilities  who  require  special 
assistance  should  advise  Drew  Dawson 
of  their  anticipated  special  needs  as 
early  as  possible.  Members  of  the  public 
who  wish  to  make  comments  on 
Tuesday,  December  15  between  9  a.m. 
and  9:30  a.m.  are  requested  to  register 
in  advance.  In  order  to  allow  as  many 
people  as  possible  to  speak,  speakers  are 
requested  to  limit  their  remarks  to  3 
minutes.  For  those  wishing  to  submit 
written  comments,  please  follow  the 
procedure  noted  above. 

This  meeting  will  be  open  to  the 
public.  Individuals  wishing  to  register 


are  encouraged  to  provide  their  name, 
affiliation,  phone  number,  and  e-mail 
address  to  Drew  Dawson  by  e-mail  at 
drew.dawson@dot.gov  or  by  telephone 
at  (202)  366—9966  no  later  than 
December  9,  2010.  There  will  be  limited 
seating,  so  please  register  early. 

Minutes  of  the  NEMSAC  Meeting  will 
be  available  to  the  public  online  through 
http://www.ems.gov. 

Issued  on:  November  19,  2010. 

Drew  E.  Dawson, 

Director,  Office  of  Emergency  Medical 
Services. 

[FR  Doc.  2010-29644  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4910-59-P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Commercial  Space  Transportation 
Advisory  Committee — Public 
Teleconference 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  Commercial  Space 
Transportation  Advisory  Committee 
Teleconference. 

SUMMARY:  Pursuant  to  Section  10(a)(2)  of 
the  Federal  Advisory  Committee  Act 
(Pub.  L.  92-463,  5  U.S.C.  App.  2),  notice 
is  hereby  given  of  a  teleconference  of 
the  Space  Transportation  Operations 
Working  Group  (STOWG)  of  the 
Commercial  Space  Transportation 
Advisory  Committee  (COMSTAC).  The 
teleconference  will  take  place  on 
Wednesday,  December  8,  2010,  starting 
at  11  a.m.  Eastern  Standard  Time. 
Individuals  who  plan  to  participate 
should  contact  Susan  Lender,  DFO,  (the 
Contact  Person  listed  below)  by  phone 
or  e-mail  for  the  teleconference  call  in 
number.  • 

The  proposed  agenda  for  this 
teleconference  is  to  continue  the 
discussion  started  during  the  October  6, 
2010,  working  group  meeting.  This 
discussion  will  include  looking  at  the 
orbital  debris  questions  asked  by  the 
FAA;  continuing  the  group’s  review  of 
the  Concept  of  Operation  for  Global 
Space  Vehicle  Debris  Threat 
Management  Report,  and  updating  the 
list  of  top  issues  that  should  require  the 
working  group’s  attention. 

Interested  members  of  the  public  may 
submit  relevant  written  statements  for 
the  COMSTAC  working  group  members 
to  consider  under  the  advisory  process. 
Statements  may  concern  the  issues  and 
agenda  items  mentioned  above  or 
additional  issues  that  may  be  relevant  . 
for  the  U.S.  commercial  space 
transportation  industry.  Interested 


SUMMARY:  NHTSA  announces  a  meeting 
of  NEMSAC  to  be  held  in  the 
Metropolitan  Washington,  DC  area.  This 
notice  announces  the  date,  time  and 
location  of  the  meeting,  which  will  be 
open  to  the  public.  The  purpose  of 
NEMSAC  is  to  provide  a  nationally 
recognized  council  of  emergency 
medical  services  representatives  and 
consumers  to  provide  advice  and 
recommendations  regarding  Emergency 
Medical  Services  (EMS)  to  the  U.S. 

DOT’S  NHTSA. 

DATES:  The  meeting  will  be  held  on 
December  14,  2010,  from  8  a.m.  to  5 
p.m.,  and  on  December  15,  2010,  from 
8  a.m.  to  11:30  a.m.  A  public  comment 
period  will  take  place  on  December  15, 
2010,  between  9  a.m.  and  9:30  a.m. 

Comment  Date:  Written  comments  or 
requests  to  make  oral  presentations 
should  be  received  by'December  9, 

2010. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Omni  Shoreham  Hotel,  2500  Calvert 
Street,  NW.  (at  Connecticut  Avenue), 
Washington,  DC  20008.  Persons  wishing 
to  make  an  oral  presentation  or  who  are 
unable  to  attend  or  speak  at  the  meeting 
may  submit  written  comments.  Written 
comments  and  requests  to  make  oral 
presentations  at  the  meeting  should 
reach  Drew  Dawson  at  the  address  listed 
below  and  should  be  received  by 
December  9,  2010. 

All  submissions  received  may  be 
submitted  by  either  one  of  the  following 
methods:  (1)  You  may  submit  comments 
by  e-mail:  drew.dawson@dot.gov  or 
noah.smith@dot.gov  or  (2)  You  may 
submit  comments  by  fax:  (202)  366- 
7149. 
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parties  wishing  to  submit  written 
statements  should  contact  Susan 
Lender,  DFO,  (the  Contact  Person  listed 
below)  in  writing  (mail  or  e-mail)  by 
December  1,  2010,  so  that  the 
information  can  be  made  available  to 
COMSTAC  members  for  their  review 
and  consideration  before  the  December 
8,  2010,  teleconference.  Written 
statements  should  be  supplied  in  the 
following  formats:  One  hard  copy  with 
original  signature  or  one  electronic  copy 
via  e-mail. 

An  agenda  will  be  posted  on  the  FAA 
Web  site  at  http://www.faa.gov/go/ast. 

Individuals  who  plan  to  participate 
and  need  special  assistance  should 
inform  the  Contact  Person  listed  below 
in  advance  of  the  meeting. 

FOR  FURTHER  INFORMATION  CONTACT: 
Susan  Lender  (AST— 100),  Office  of 
Commercial  Space  Transportation 
(AST),  800  Independence  Avenue,  SW., 
Room  325,  Washington,  DC  20591, 
telephone  (202)  267-8029;  E-mail 
susan.lender@faa.gov.  Complete 
information  regarding  COMSTAC  is 
available  on  the  FAA  Web  site  at: 
h  tip:// www.faa.gov/abou  t/officejorg/ 
headquartersjoffices/ast/ 
advisoryjcommittee/ . 

Issued  in  Washington,  DC. 

George  C  Nield, 

Associate  Administrator  for  Commercial 
Space  Transportation. 

[FR  Doc.  2010-29413  Filed  11-23-10;  8:45  am] 
BILLING  CODE  4910-13-M 


DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

[NHTSA  Docket  No.  NHTSA-2010-0156] 

Federai  Interagency  Committee  on 
Emergency  Medical  Services  Meeting 
Notice 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA),  DOT. 
ACTION:  Meeting  Notice — Federal 
Interagency  Committee  on  Emergency 
Medical  Services. 

SUMMARY:  NHTSA  announces  a  meeting 
of  the  Federal  Interagency  Committee  on 
Emergency  Medical  Services  (FICEMS) 
to  be  held  in  Washington,  DC  area.  This 
notice  announces  the  date,  time  and 
location  of  the  meeting,  which  will  be 
open  to  the  public. 

DATES:  The  meeting  will  be  held  on 
December  16,  2010,  from  9  a.m.  to  12 
p.m. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Omni  Shoreham  Hotel,  2500  Calvert 


Street,  NW.  (at  Connecticut  Avenue), 
Washington,  DC  20008. 

FOR  FURTHER  INFORMATION  CONTACT: 

Drew  Dawson,  Director,  Office  of 
Emergency  Medical  Services,  National 
Highway  Traffic  Safety  Administration, 
1200  New  Jersey  Avenue  SE.,  NTI-140, 
Washington,  DC  20590,  Telephone 
number  (202)  366-9966;  E-mail 
Drew. Da  wson@dot.gov. 

SUPPLEMENTARY  INFORMATION:  Section 
10202  of  the  Safe,  Accountable, 

Flexible,  Efficient  Transportation  Equity 
Act:  A  Legacy  For  Users  (SAFETEA- 
LU),  Public  Law  109-59,  provided  that 
the  FICEMS  consist  of  several  officials 
from  Federal  agencies  as  well  as  a  State 
emergency  medical  services  director 
appointed  by  the  Secretary  of 
Transportation.  SAFETEA-LU  directed 
the  Administrator  of  NHTSA,  in 
cooperation  with  the  Administrator  of 
the  Health  Resources  and  Services 
Administration  of  the  Department  of 
Health  and  Hxunan  Services  and  the 
Director  of  the  Preparedness  Division, 
Directorate  of  Emergency  Preparedness 
and  Response  of  the  Department  of 
Homeland  Security,  to  provide 
administrative  support  to  the 
Interagency  Committee  *  including 
scheduling  meetings,  setting  agendas, 
keeping  minutes  and  records,  and  . 
producing  reports. 

This  meeting  of  the  FICEMS  will 
focus  on  addressing  the  requirements  of 
SAFETEA-LU  and  the  opportunities  for 
collaboration  among  the  key  Federal 
agencies  involved  in  emergency  medical 
services.  The  agenda  will  include; 

•  Discussion  of  Response  to 
Recommendations  from  National 
Transportation  Safety  Board 

o  Report  on  Helicopter  Emergency 

Medical  Services 

o  Mexican  Hat,  UT  Crash  and 

Recommendations  to  FICEMS 

•  Reports  and  updates  from  Technical 
Working  Group  committees 

•  Reports,  updates,  recommendations 
from  FICEMS  members 

•  Briefing  from  the  National 
Commission  on  Children  &  Disasters 

This  meeting  will  be  open  to  the 
public.  Individuals  wishing  to  register 
are  encouraged  to  provide  their  name,  ' 
affiliation,  phone  number,  and  e-mail 
address  to  Noah  Smith  by  e-mail  at 
Noah.Smith@dot.gov  or  by  telephone  at 
(202)  366-5030  no  later  than  December 
9,  2010. 

Minutes  of  the  FICEMS  Meeting  will 
be  available  to  the  public  online  at 
http://www.ems.gov. 


Issued  on:  November  19,  2010. 

Drew  E.  Dawson, 

Director,  Office  of  Emergency  Medical 
Services. 

[FR  Doc.  2010-29643  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4910-S9-f> 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Motor  Carrier  Safety 
Administration 

Sunshine  Act  Meetings;  Unified  Carrier 
Registration  Plan  Board  of  Directors 

AGENCY:  Federal  Motor  Carrier  Safety 
Administration  (FMCSA),  DOT. 

TIME  AND  DATE:  December  2,  2010, 12 
noon  to  3  p.m..  Eastern  Daylight  Time. 

PLACE:  This  meeting  will  take  place 
telephonically.  Any  interested  person 
may  call  877.768.0032,  passcode 
4856462,  to  participate  in  this  meeting. 
STATUS:  Open  to  the  public. 

MATTERS  TO  BE  CONSIDERED:  The 
Unified  Carrier  Registration  Plan  Board 
of  Directors  (the  Board)  will  continue  its 
work  in  developing  and  implementing 
the  Unified  Carrier  Registration  Plan 
and  Agreement  and  to  that  end,  may 
consider  matters  properly  before  the 
Board. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Avelino  Gutierrez,  Chair,  Unified 
Carrier  Registration  Board  of  Directors  at 
(505)  827-4565. 

Issued  on:  November  19,  2010. 

Larry  W.  Minor, 

Associate  Administrator  for  Policy  and 
Program  Development. 

[FR  Doc.  2010-29786  Filed  11-22-10;  4:15  pmj 

BILLING  CODE  4910-EX-P 


DEPARTMENT  OF  TRANSPORTATION 
Surface  Transportation  Board 

[Docket  No.  MC-F-21039] 

National  Express  Corporation — Control 
Exemption — Vogel  Bus  Company,  Inc. 

agency:  Surface  Transportation  Board, 
DOT. 

ACTION:  Notice  of  filing  of  petition  for 
exemption. 

SUMMARY:  National  Express  Corporation 
(NEC),  a  noncarrier,  seeks  an  exemption, 
under  49  U.S.C.  13541,  from  the  prior 
approval  requirements  of  49  U.S.C. 
14303(a)(5)  and  49  CFR  1182  to  acquire 
control  of  Vogel  Bus  Company,  Inc. 
(Vogel),  a  motor  passenger  carrier. 
Expedited  action  has  been  requested. 
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DATES:  Comments  must  be  filed  by 
December  14,  2010.  NEC  may  file  a 
reply  by  December  20,  2010. 

ADDRESSES:  Send  an  original  and  10 
copies  of  any  comments  referring  to 
Docket  No.  MC-F-21039  to:  Surface 
Transportation  Board,  Office  of 
Proceedings,  395  E  Street,  SW., 
Washington,  DC  20423.  In  addition, 
send  one  copy  of  any  comments  to 
NEC’s  representative:  Michael  H. 

Higgins,  Troutman  Sanders  LLP,  401  9th 
Street,  NW.,  Suite  1000,  Washington, 

DC  20004-2134. 

FOR  FURTHER  INFORMATION  CONTACT:  Julia 
Farr,  (202)  245-0359  (Federal 
Information  Relay  (FIRS)  for  the  hearing 
impaired:  1-800-877-8339). 
SUPPLEMENTARY  INFORMATION:  In  a 
petition  filed  with  the  Board  on  October 
25,  2010,  NEC,  a  noncarrier,  requests  an 
exemption  under  49  U.S.C.  13541  from 
the  prior  approval  requirements  of  49 
U.S.C.  14303(a)(5)  and  49  CFR  1182  for 
the  acquisition  of  Vogel,  a  motor 
passenger  carrier  (MC-274520).  NEC 
indirectly  owns  and  controls  one 
interstate  motor  passenger  carrier, 
Durham  School  Services,  L.P.  (DSSLP) 
(MC-163066),  which  primarily  provides 
transportation  of  school  children  to  and 
from,  school  in  30  states  under  contract 
with  regional  and  local  school 
jurisdictions.  Vogel  also  primarily 
provides  transportation  of  school 
chifdren,  in  New  Jersey.  School  bus 
transportation  is  not  subject  to  Board 
regulation.  However,  both  DSSLP  and 
Vogel  provide  limited  interstate  charter 
bus  transportation  to  the  public,  thus 
bringing  the  proposed  acquisition 
within  the  Board’s  jurisdiction.  NEC 
proposes  to  acquire  control  of  Vogel 
through  its  acquisition  of  all  of  the 
shares  of  Vogel  pursuant  to  a  Share 
Purchase  and  Sale  Agreement.  If 
granted,  an  exemption-  would  preempt 
review  of  the  proposed  transaction  and 
approval  by  state  and  local  authorities, 
pursuant  to  49  U.S.C.  14303(f). 

In  accordance  with  49  U.S.C.  13541, 
the  Board  will  exempt  a  motor  carrier 
transaction  if:  (1)  Regulation  is  not 
necessary  to  carry  out  the  transportation 
policy  of  49  U.S.C.  13101;  (2)  regulation 
either  is  not  needed  to  protect  shippers 
from  the  abuse  of  market  .power  or  the 
transaction  or  service  is  of  limited 
scope;  and  (3)  an  exemption  is  in  the 
public  interest.  According  to  NEC,  the 
transaction  will  advance  Federal 
transportation  policy  by,  among  other 
things,  enabling  it  to  provide  more 
efficient  service.  NEC  states  that  its 
transaction  is  limited  in  scope  because 
DSSLP’s  and  Vogel’s  Board-regulated 
operations  (interstate  charter  services) 
are  small  in  size,  and  because  there  is 


little  overlap  among  the  areas  served  by 
DSSLP  and  Vogel.  Finally,  NEC  states 
that  the  transaction  is  in  the  public 
interest  because,  among  other  things, 
NEC  anticipates  that  its  existing 
expertise  and  resources  will  improve 
Vogel’s  limited  charter  passenger 
services,  which  inures  to  the  benefit  of 
the  public. 

A  copy  of  this  notice  will  be  served 
on:  (1)  The  U.S.  Department  of 
Transportation,  Federal  Motor  Carrier 
Safety  Administration,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590;  (2) 
the  U.S.  Department  of  Justice,  Antitrust 
Division,  950  Pennsylvania  Avenue, 
NW.,  Washington,  DC  20530;  and  (3)  the 
U.S.  Department  of  Transportation, 
Office  of  the  General  Counsel,  1200  New 
Jersey  Avenue,  SE.,  Washington,  DC 
20590. 

Board  decisions  and  notices  are 
available  on  our  Web  site  at  http:// 
www.stb.dot.gov. 

Decided:  November  19,  2010. 

By  the  Board,  Chairman  Elliott,  Vice 
Chairman  Mulvey,  and  Commissioner 
Nottingham. 

Jeffrey  Herzig, 

Clearance  Clerk. 

[FR  Doc.  2010-29617  Filed  11-23-10;  8:45  am] 

BILLING  CODE  491 5-01 -P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

[Summary  Notice  No.  PE-2010-54] 

Petition  for  Exemption;  Summary  of 
Petition  Received 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  petition  for  exemption 
received. 

summary:  This  notice  contains  a 
summary  of  a  petition  seeking  relief 
from  specified  requirements  of  14  CFR. 
The  purpose  of  this  notice  is  to  improve 
the  public’s  awareness  of,  and 
participation  in,  this  aspect  of  FAA’s 
regulatory' activities.  Neither  publication 
of  this  notice  nor  the  inclusion  or 
omission  of  information  in  the  summary 
is  intended  td  affect  the  legal  status  of 
the  petition  or  its  final  disposition. 
OATES:  Comments  on  this  petition  must 
identify  the  petition  docket  number 
involved  and  must  be  received  on  or 
before  December  14,  2010. 

ADDRESSES:  You  may  send  comments 
identified  by  Docket  Number  FAA- 
2010-0905  using  any  of  the  following 
methods: 

•  Government-wide  rulemaking  Web 
site:  Go  to  http://www.reguiations.gov 


and  follow  the  instructions  for  sending 
your  comments  electronically. 

•  Mail:  Send  comments  to  the  Docket 
Management  Facility;  U.S.  Department 
of  Transportation  (DOT),  1200  New 
Jersey  Avenue;  SE.,  West  Building 
Ground  Floor,  Room  W12-140, 
Washington,  DC  20590. 

•  Fax:  Fax  comments  to  the  Docket 
Management  Facility  at  202-493-2251. 

•  Hand  Delivery:  Bring  comments  to 
the  Docket  Management  Facility  in 
Room  W12-140  of  the  West  Building 
Ground  Floor  at  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC,  between 
.9  a.m.  and  5  p.m.,  Monday  through 

Friday,  except  Federal  holidays. 

Privacy:  We  will  post  all  comments 
we  receive,  without  change,  to  http:// 
www.regulations.gov,  including  any 
personal  information  you  provide. 

Using  the  search  function  of  our  docket 
Web  site,  anyone  can  find  and  read  the 
comments  received  into  any  of  our 
dockets,  including  the  name  of  the 
individual  sending  the  comment  (or 
signing  the  comment  for  an  association, 
business,  labor  union,  etc.).  You  may 
review  DOT’s  complete  Privacy  Act 
Statement  in  fbe  Federal  Register 
published  on  April  11,  2000  (65  FR 
19477-78). 

Docket:  To  read  background 
documents  or  comments  received,  go  to 
http://www.reguIations.gov  at  any  time 
or  to  the  Docket  Management  Facility  in 
Room  W12-140  of  the  West  Building 
Ground  Floor  at  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC,  between 
9  a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays. 

FOR  FURTHER  INFORMATION  CONTACT; 
Maria  G.  Delgado,  ANM-113,  (425)  227- 
2775,  FAA,  "Transport  Airplane 
Directorate,  1601  Lind  Ave..  SW., 
Renton,  Washington  98057-3356;  or 
Frances  Shaver,  ARM-200,  (202)  267- 
4059,  FAA,  Office  of  Rulemaking,  800 
Independence  Ave.,  SW.,  Washington, 
DC  20591. 

This  notice  is  published  pursuant  to 
14  CFR  11.85. 

Issued  in  Washington,  DC,  on  November 
18. 2010. 

Dennis  Pratte, 

Acting  Director,  Office  of  Rulemaking: 

Petition  for  Exemption 

Docket  No.:  FAA-2010-0905. 
Petitioner:  The  Boeing  Company. 
Section  of  14  CFR  Affected:  14  CFR 
26.35. 

Description  of  Relief  Sought:  Boeing 
requests  relief  from  the  requirements  of 
§  26.35  for  Boeing  737-700  airplanes 
converted  to  Airborne  Early  Warning  &  . 
Control  (AEW&C)  military  aircraft  in 
accordance  with  Supplemental  Type 
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Certificate  ST01999SE.  Section  26.35 
requires  flammability  exposure 
analyses,  assessments  to  determine  if 
critical  design  configuration  control 
limitations  are  compromised,  and  the 
development  of  design  changes  and 
service  instructions. 

IFR  Doc.  2010-29613  Filed  11-23-10;  8:45  am) 
BILUNG  CODE  4910-13-P 


DEPARTMENT  OF  THE  TREASURY 

Internal  Revenue  Service 

Proposed  Collection;  Comment 
Request  for  Form  1099-Q 

AGENCY:  Internal  Revenue  Service  (IRS), 
Treasury. 

ACTION:  Notice  and  request  for 
comments. 

SUMMARY:  The  Department  of  the 
Treasury,  as  part  of  its  continuing  effort 
to  reduce  paperwork  and  respondent 
burden,  invites  the  general  public  and 
other  Federal  agencies  to  take  this 
opportunity  to  comment  on  proposed 
and/or  continuing  information 
collections,  as  required  by  the 
Paperwork  Reduction  Act  of  1995, 

Public  Law  104-13  (44  U.S.C. 
3506(c)(2)(A)).  Currently,  the  IRS  is 
soliciting  comments  concerning  Form 
1099-Q,  Payments  From  Qualified 
Education  Programs  (Under  Sections 
529  and  530). 

DATES:  Written  comments  should  be 
received  on  or  before  January  24,  2011 
to  be  assured  of  consideration. 
ADDRESSES:  Direct  all  written  comments 
to  Allan  Hopkins,  Internal  Revenue 
Service,  room  6129, 1111  Constitution 
Avenue,  NW.,  Washington,  DC  20224. 
FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  information  or 
copies  of  the  form(s)  and  instructions 
should  be  directed  to  Ralph  M.Terry, 
(202)  622-8144,  Internal  Revenue 
Service,  rpom  6129,  1111  Constitution 
Avenue,  NW.,  Washington.  DC  20224, 
or  through  the  Internet  at 
Ralph  M.  Teny@irs.gov. 

SUPPLEMENTARY  INFORMATION: 

Title:  Payments  From  Qualified 
Education  Programs  (Under  Sections 
529  and  530). 

OMB  Number:  1545-1760. 

Form  Number:  1099-Q. 

Abstract:  Form  1099-Q  is  used  to 
report  distributions  from  private  and 
state  qualified  tuition  programs  as 
required  under  Internal  Revenue  Code 
sections  529  and  530. 

Current  Actions:  There  are  no  changes 
being  made  to  the  form  at  this  time. 

Type  of  Review:  Extension  of  a 
currently  approved  collection. 


Affected  Public:  Business  or  other  for- 
profit  organizations. 

Estimated  Number  of  Respondents: 
150,000. 

Estimated  Time  per  Respondent:  13 
minutes. 

Estimated  Total  Annual  Burden 
Hours:  33,000. 

The  following  paragraph  applies  to  all 
of  the  collections  of  information  covered 
by  this  notice: 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
unless  the  collection  of  information 
displays  a  valid  OMB  control  number.* 
Books  or  records  relating  to  a  collection 
of  information  must  be  retained  as  long 
as  their  contents  may  become  material 
in  the  administration  of  any  internal 
revenue  law.  Generally,  tax  returns  and 
tax  return  information  are  confidential, 
as  required  by  26  U.S.C.  6103. 

Request  for  Comments:  Comments 
submitted  in  response  to  this  notice  will 
be  summarized  and/or  included  in  the 
request  for  OMB  approval.  All 
comments  will  become  a  matter  of 
public  record.  Comments  are  invited  on: 

(a)  Whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  shall  have  practical  utility; 

(b)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  of  the  collection  of 
information;  (c)  ways  to  enhance  the 
quality,  utility,  emd  clarity  of  the 
information  to  be  collected;  (d)  ways  to 
minimize  the  burden  of  the  collection  of 
information  on  respondents,  including 
through  the  use  of  automated  collection 
techniques  or  other  forms  of  information 
technology;  and  (e)  estimates  of  capital 
or  start-up  costs  and  costs  of  operation, 
maintenance,  and  purchase  of  services 
to  provide  information. 

Approved:  November  15,  2010. 

Allan  Hopkins, 

IRS  Reports  Clearance  Officer. 

IFR  Doc.  2010-29550  Filed  11-23-10;  8:45  am] 
BILLING  CODE  4830-01-P 


DEPARTMENT  OF  TREASURY 

Office  of  Foreign  Assets  Controi 

Blocking  of  Specialiy  Designated 
Nationais  Pursuant  to  Executive  Order 
13551 

agency:  Office  of  Foreign  Assets 
Control,  Treasury. 

ACTION:  Notice. 

SUMMARY:  The  Treasury  Department’s 
Office  of  Foreign  Assets  Control 
(‘DFAC”)  is  publishing  the  names  of  two 


entities  whose  property  and  interests  in 
property  have  been  blocked  pursuant  to 
Executive  Order  13551  of  August  30, 
2010,  “Blocking  Property  of  Certain 
Persons  With  Respect  to  North  Korea.” 
DATES:  The  designation  by  the  Director 
of  OFAC  of  the  two  entities  identified  in 
this  notice,  pursuant  to  Executive  Order 
13551  of  August  30,  2010,  is  effective  on 
November  18,  2010. 

FOR  FURTHER  INFORMATION  CONTACT: 
Assistant  Director,  Compliance 
Outreach  &  Implementation,  Office  of 
Foreign  Assets  Control,  Department  of 
the  Treasury,  Washington,  DC  20220, 
tel.:  202/622-2490. 

SUPPLEMENTARY  INFORMATION: 

Electronic  and  Facsimile  Availability 

This  document  and  additional 
information  concerning  OFAC  are 
available  from  OF  AC’s  Web  site 
[http://www.treas.gov/ofac)  via 
facsimile  through  a  24-hour  fax-on 
demand  service,  tel.:  (202)  622-0077. 

Background 

On  August  30,  2010,  the  President 
signed  Executive  Order  13551  (the 
“Order”)  pursuant  to,  inter  alia,  the 
International  Emergency  Economic 
Powers  Act  (50  U.S.C.  1701  et  seq.), 
section  5  of  the  United  Nations 
Participation  Act  of  1945,  as  amended 
(22  U.S.C.  287c),  the  National 
Emergencies  Act  (50  U.S.C.  1601  et 
seq.),  and  section  301  of  Title  3,  United 
States  Code.  In  the  Order,  the  President 
found  that  the  continued  actions  and 
policies  of  tlie  Government  of  North 
Korea,  manifested  most  recently  by  its 
unprovoked  attack  that  resulted  in  the 
sinking  of  the  Republic  of  Korea  Navy 
Ship  Cheonan  and  the  deaths  of  46 
sailors  in  March  2010,  destabilize  the 
Korean  peninsula  and  imperil  U.S. 
Armed  Forces,  allies,  and  trading 
partners  in  the  region,  and  thereby 
constitute  an  unusual  and  extraordinary 
threat  to  the  national  security,  foreign 
policy,  and  economy  of  the  United 
States.  The  President  identified  in  the 
Annex  to  the  Order  one  individual  and 
three  entities  as  subject  to  the  economic 
sanctions  in  the  Order. 

Section  1  of  the  Order  blocks,  with 
certain  exceptions,  all  property  and 
interests  in  property  that  are  in,  or 
thereafter  come  within,  the  United 
States,  or  within  the  possession  or 
control  of  United  States  persons,  of  the 
persons  listed  in  the  Annex,  as  well  as 
those  persons  determined  by  the 
Secretary  of  the  Treasury,  in 
consultation  with  the  Secretary  of  State, 
to  meet  any  of  the  criteria  set  forth  in 
subparagraphs  (a)(i)-(a)(ii)(G)  of  Section 
1. 
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On  November  18,  2010,  the  Director 
of  OFAC  exercised  the  Secretary  of  the 
Treasury’s  authority  to  designate, 
pursuant  to  one  or  more  of  the  criteria 
set  forth  in  Section  1  of  the  Order,  the 
entities  listed  helow,  whose  property 
and  interests  in  property  are  blocked 
pursuant  to  E.O.  13551. 

The  listing  of  the  blocked  entities  is 
as  follows: 

KOREA  DAESONG  BANK  (a.k.a. 
CHOSON  TAESONG  UNHAENG; 

a.k.a.  TAESONG  BANK),  Segori-dong, 
Gyongheung  St.,  Potonggang  District, 
Pyongyang,  Korea,  North;  SWIFT/BIC 
KDBK  KP  PY  (Korea,  North);  PHONE 
850  2  381  8221;  PHONE  850  2  18111 
ext.  8221;  FAX  850  2  381  4576; 

TELEX  360230  and  37041  KDP  KP; 
TGMS  daesongbank;  E-mail 
kdb@co.chesin.com  [DPRK] 

KOREA  DAESONG  GENERAL 
TRADING  CORPORATION  (a.k.a. 
DAESONG  TRADING;  a.k.a. 
DAESONG  TRADING  COMPANY; 

a.k.a.  KOREA  DAESONG  TR;\DING 
COMPANY;  a.k.a.  KOREA  DAESONG 
TRADING  CORPORATION),  Pulgan 
Gori  Dong  1,  Potonggang  District, 
Pyongyang  City,  Korea,  North; 

PHONE  850  2  18111  8204/8208; 
PHONE  850  2  381  8208/4188;  FAX 
850  2  381  4431/4432;  E-mail 
daesong@co.cbesin.com  [DPRK] 

Dated:  November  18,  2010. 

Adam  J.  Szubin, 

Director,  Office  of  Foreign  Assets  Control. 
(FRDoc.  2010-29549  Filed  11-23-10;  8:45  am] 

BILLING  CODE  4811-45-P 


DEPARTMENT  OF  VETERANS 
AFFAIRS 

[0MB  Control  No.  2900-0028] 

Proposed  Information  Collection 
(Application  of  Service  Representative 
for  Placement  on  Mailing  List;  Request 
for  and  Consent  To  Release  of 
Information  From  Claimant’s  Records; 
Request  to  Correspondent  for 
Identifying  Information;  and  38  CFR 
1.519(A)  Lists  of  Names  and 
Addresses);  Comment  Request 

agency:  Office  of  Information  and 
Technology,  Department  of  Veterans 
Affairs. 

ACTION:  Notice. 

SUMMARY:  The  Office  of  Information  and 
Technology  (IT),  Department  of 
Veterans  Affairs  (VA),  is  announcing  an 
opportunity  for  public  comment  on  the 
proposed  collection  of  certain 
information  used  by  the  agency.  Under 
the  Paperwork  Reduction  Act  (PRA)  of 
1995,  Federal  agencies  are  required  to 


publish  notice  in  the  Federal  Register 
concerning  each  proposed  collection  of 
information,  including  each  proposed 
extension  of  a  currently  approved 
collection,  and  allow  60  days  for  public 
comment  in  response  to  this  notice. 

This  notice  solicits  comments  for 
information  needed  from  service 
organizations  requesting  to  be  placed  on 
VA’s  mailing  lists  for  specific 
publications;  to  request  additional 
information  from  the  correspondent  to 
identify  a  veteran;  to  request  for  and 
consent  to  release  of  information  from 
claimant’s  records  to  a  third  party;  and 
to  determine  an  applicant’s  eligibility  to 
receive  a  list  of  names  and  addresses  of 
veterans  and  their  dependents. 

DATES:  Written  comments  and 
recommendations  on  the  proposed 
collection  of  information  should  be 
received  on  or  before  January  24,  2011. 

ADDRESSES:  Submit  written  comments 
on  the  collection  of  information  through 
the  Federal  Docket  Management  System 
(FDMS)  at  http://www.ReguIations.gov; 
or  to  Martin  L.  Hill,  Office  of 
Information  and  Technology  (005R1B), 
Department  of  Veterans  Affairs,  810 
Vermont  Avenue,  NW.,  Washington  DC 
20420  or  e-mail:  martin.hill@va.gov. 
Please  refer  to  “2900-0028”  in  any 
correspondence.  During  the  comment 
period,  comments  may  be  viewed  online 
through  FDMS. 

FOR  FURTHER  INFORMATION  CONTACT: 

Martin  L.  Hill  (202)  461-7482  or  FAX 
(202)  273-0443. 

SUPPLEMENTARY  INFORMATION:  Under  the 
PRA  of  1995  (Pub.  L.  104-13;  44  U.S.C. 
3501-3521),  Federal  agencies  must 
obtain  approval  from  the  Office  of 
Management  and  Budget  (OMB)  for  each 
collection  of  information  they  conduct 
or  sponsor.  This  request  for  comment  is 
being  made  pursuant  to  Section 
3506(c)(2)(A)  of  the  PRA. 

With  respect  to  the  following 
collection  of  information,  IT  invites 
comments  on:  (1)  Whether  the  proposed 
collection  qf  information  is  necessary 
for  the  proper  performance  of  IT’s 
functions,  including  whether  the 
information  will  have  practical  utility; 
(2)  the  accuracy  of  IT’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information;  (3)  ways  to  enhemce  the 
quality,  utility,  and  clarity  of  the 
information  to  be  collected;  and  (4) 
ways  to  minimize  the  burden  of  the 
collection  of  information  on 
respondents,  including  through  the  use 
of  automated  collection  techniques  or 
the  use  of  other  forms  of  information 
technology. 

Titles:  i-  i 


a.  Application  of  Service 
Representative  for  Placement  on  Mailing 
List,  VA  Form  3215. 

b.  Request  for  and  Consent  to  Release 
of  Information  from  Claimant’s  Records, 
VA  Form  3288. 

c.  Request  to  Correspondent  for 
Identifying  Information,  VA  Form  Letter 
70-2. 

d.  38  CFR  1.519(A')  Lists  of  Names 
and  Addresses. 

OMB  Control  Number:  2900-0028. 

Type  of  Review:  Extension  of  a 
currently  approved  collection. 

Abstract: 

a.  VA  operates  an  outreach  services 
■program  to  ensure  veterans  and 
beneficiaries  have  information  about 
benefits  and  services  to  which  they  may 
be  entitled.  To  support  the  program,  VA 
distributes  copies  of  publications  to 
Veterans  Service  Organizations’ 
representatives  to  be  used  in  rendering 
services  and  representation  of  veterans, 
their  spouses  and  dependents.  Service 
organizations  complete  VA  Form  3215 
to  request  placement  on  a  mailing  list 
for  specific  VA  publications. 

b.  Veterans  or  beneficiaries  complete 
VA  Form  3288  to  provide  VA  with  a 
written  consent  to  release  his  or  her 
records  or  information  to  third  parties 
such  as  insurance  companies, 
physicians  and  other  individuals. 

c.  VA  Form  Letter  70-2  is  used  to 
obtain  additional  information  from  a 
correspondent  when  the  incoming 
correspondence  does  not  provide 
sufficient  information  to  identify  a 
veteran.  VA  personnel  use  the 
information  to  identify  the  veteran, 
determine  the  location  of  a  specific  file, 
and  to  accomplish  the  action  requested 
by  the  correspondent  such  as  processing 
a  benefit  claim  or  file  material  in  the 
individual’s  claims  folder. 

d.  Title  38  U.S.C.  5701(f)(1) 
authorized  the  disclosure  of  names  or 
addresses,  or  both  of  present  or  former 
members  of  the  Armed  Forces  and/or 
their  beneficiaries  to  nonprofit 
organizations  (including  members  of 
Congress)  to  notify  veterans  of  Title  38 
benefits  and  to  provide  assistance  to 
veterans  in  obtaining  these  benefits. 

This  release  includes  VA’s  Outreach 
Program  for  the  purpose  of  advising 
veterans  of  non-VA  Federal  State  and 
local  benefits  and  programs. 

Affected  Public:  Individuals  or 
households.  Not  for  profit  institutions, 
and  State,  local  or  tribal  government. 

Estimated  Annual  Burden: 

a.  Application  of  Service 
Representative  for  Placement  on  Mailing 
List,  VA  Form  3215 — 25  hours. 

b.  Request  for  and  Consent  to  Release  . 
of  Information  From  Claimant’s 
Records,  VA  Form  3288 — 18,875  hours. 
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c.  Request  to  Correspondent  for 
Identifying  Information,  VA  Form  Letter 
70-2 — 3,750  hours. 

d.  38  CFR  1.519(A)  Lists  of  Names 
and  Addresses — 50  hours. 

Estimated  Average  Burden  per 
Respondent: 

a.  Application  of  Service 
Representafive  for  Placement  on  Mailing 
List,  VA  Form  3215—10  minutes. 

b.  Request  for  and  Consent  to  Release 
of  Information  From  Claimant’s 
Records,  VA  Form  3288 — 7.5  minutes. 

c.  Request  to  Correspondent  for 
Identifying  Information,  VA  Form  Letter 
70-2 — 5  minutes. 

d.  38  CFR  1.519(A)  Lists  of  Names 
and  Addresses — 60  minutes. 

Frequency  of  Response:  On  occasion. 
Estimated  Number  of  Respondents: 

a.  Application  of  Service 
Representative  for  Placement  on  Mailing 
List,  VA  Form  3215 — 150. 

b.  Request  for  and  Consent  to  Release 
of  Information  From  Claimant’s 
Records,  VA  Form  3288—151,000. 

c.  Request  to  Correspondent  for 
Identifying  Information,  VA  Form  Letter 
70-2—45,000. 

d.  38  CFR  1.519(A)  Lists  of  Names 
and  Addresses — 50. 

Dated:  November  18,  2010. 

By  direction  of  the  Secretary. 

Denise  McLamb. 

Program  Analyst,  Enterprise  Records  Service. 
IFR  Doc.  2010-29540  Filed  11-23-10;  8:45  am) 
BILUNG  CODE  8320-01-P 

DEPARTMENT  OF  VETERANS 
AFFAIRS 

[0MB  Control  No.  2900-0576] 

Proposed  Information  Collection 
(Certificate  of  Affirmation  of 
Enrollment  Agreement — 
Correspondence  Course);  Comment 
Request 

AGENCY:  Veterans  Benefits 
Administration,  Department  of  Veterans 
Affairs. 

ACTION:  Notice. 

SUIMMARY:  The  Veterans  Benefits 
Administration  (VBA),  Department  of 
Veterans  Affairs  (VA),  is  announcing  an 
opportunity  for  public  comment  on  the 
proposed  collection  of  certain 
information  by  the  agency.  Under  the 
Paperwork  Reduction  Act  (PRA)  of 
1995,  Federal  agencies  are  required  to 
publish  notice  in  the  Federal  Register 
concerning  each  proposed  collection  of 
information,  including  each  proposed 
extension  of  a  currently  approved 
collection,  and  allow  60  days  for  public 
comment  in  response  to  the  notice.  This 


notice  solicits  comments  for  information 
needed  to  determine  a  claimant’s  date  of 
enrollment  in  a  correspondence  course. 
DATES:  Written  comments  and 
recommendations  on  the  proposed 
collection  of  informatiomshould  be 
received  on  or  before  January  24,  2011. 
ADDRESSES:  Submit  written  comments 
on  the  collection  of  information  through 
Federal  Docket  Management  System 
(FDMS)  at  http://www.Regulations.gov 
or  to  Nancy  J.  Kessinger,  Veterans 
Benefits  Administration  (20M35), 
Department  of  Veterans  Affairs,  810 
Vermont  Avenue,  NW.,  Washington,  DC 
20420  or  e-mail 

nancy. kes^inger®va. gov.  Please  refer  to 
“OMB  Control  No.  2900—0576”  in  any 
correspondence.  During  the  comment 
period,  comments  may  be  viewed  online 
through  the  FDMS. 

FOR  FURTHER  INFORMATION  CONTACT: 
Nancy  ].  Kessinger  at  (202)  461-9769  or 
FAX  (202)  275-5947. 

SUPPLEMENTARY  INFORMATION:  Under  the 
PRA  of  1995  (Pub.  L.  104-13;  44  U.S.C. 
3501 — 3521),  Federal  agencies  must 
obtain  approval  from  the  Office  of 
Management  and  Budget  (OMB)  for  each 
collection  of  information  they  conduct 
or  sponsor.  This  request  for  comment  is 
being  made  pursuant  to  Section 
3506(c)(2)(A)  of  the  PRA. 

With  respect  to  the  following 
collection  of  information,  VBA  invites 
comments  on:  (1)  Whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  VBA’s 
functions,  including  whether  the 
information  will  have  practical  utility; 
(2)  the  accuracy  of  VBA’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information;  (3)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  to  be  collected;  and  (4) 
ways  to  minimize  the  burden  of  the 
collection  of  information  on 
respondents,  including  through  the  use 
of  automated  collection  techniques  or 
the  use  of  other  forms  of  information 
technology. 

Title:  Certificate  of  Affirmation  of 
Enrollment  Agreement — 
Correspondence  Course  VA  Form  22- 
1999c. 

OMB  Control  Number:  2900—0576. 

Type  of  Review:  Extension  of  a 
currently  approved  collection. 

Abstract:  Claimants  enrolled  in  a 
correspondence  training  course 
complete  and  submit  VA  Form  22- 
1999c  to  the  correspondence  school  to 
affirm  the  enrollment  agreement 
contract.  The  certifying  official  at  the 
correspondence  school  must  submit  the 
form  and  the  enrollment  certification  to 
VA  for  processing.  VA  uses  the 
information  to  determine  if  the  claimant 


signed  and  dated  the  form  during  the 
five  day  reflection  period.  In  addition, 
the  claimant  must  sign  VA  Form  22- 
1999c  on  or  after  the  seventh  day  the 
enrollment  agreement  was  dated.  VA 
will  not  pay  educational  benefits  for 
correspondence  training  that  was 
completed  nor  accept  the  affirmation 
agreement  that  was  signed  and  dated  on 
or  before  the  enrollment  agreement  date. 

Affected  Public:  Individuals  or 
households. 

Estimated  Annual  Burden:  45  hours. 
Estimated  Average  Burden  per 
Respondent:  3  minutes. 

Frequency  of  Response:  On  occasion. 
Estimated  Number  of  Respondents: 
896. 

Dated:  November  18,  2010. 

By  direction  of  the  Secretary. 

Denise  McLamb, 

Program  Analyst,  Enterprise  Records  Service. 
[FR  Doc.  2010-29541  Filed  11-23-10;  8:45  am] 

BILLING  CODE  832(M)1-P 


DEPARTMENT  OF  VETERANS 
AFFAIRS 

[OMB  Control  No.  2900-0055] 

Proposed  Information  Collection 
(Request  for  Determination  of  Loan 
Guaranty  Eligibility — Unmarried 
Surviving  Spouses);  Comment 
Request 

AGENCY:  Veterans  Benefits 
Administration,  Department  of  Veterans 
Affairs. 

ACTION:  Notice. 

SUMMARY:  The  Veterans  Benefits 
Administration  (VBA),  Department  of 
Veterans  Affairs  (VA),  is  announcing  an 
opportunity  for  public  comment  on  the 
proposed  collection  of  certain 
information  by  the  agency.  Under  the 
Paperwork  Reduction  Act  (PRA)  of 
1995,  Federal  agencies  are  required  to 
publish  notice  in  the  Federal  Register 
concerning  each  proposed  collection  of 
information,  including  each  proposed 
extension  of  a  currently  approved 
collection,  and  allow  60  days  for  public 
comment  in  response  to  the  notice.  This 
notice  solicits  comments  on  information 
needed  to  determine  surviving  spouse  of 
a  veteran  eligibility  for  a  VA  home  loan. 
DATES:  Written  comments  and 
recommendations  on  the  proposed 
collection  of  information  should  be 
received  on  or  before  January  24,  2011. 
ADDRESSES:  Submit  written  comments 
on  the  collection  of  information  through 
Federal  Docket  Management  System 
(FDMS)  at  http://www.ReguIations.gov 
or  to  Nancy  J.  Kessinger,  Veterans 
Benefits  Administration  (20M35), 
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Department  of  Veterans  Affairs,  810 
Vermont  Avenue,  NW.,  Washington,  DC 
20420  or  e-mail 

nancy.kessinger@va.gov.  Please  refer  to 
“0MB  Control  No.  2900-0055”  in  any 
correspondence.  During  the  comment 
period,  comments  may  be  viewed  online 
through  the  FDMS. 

FOR  FURTHER  INFORMATION  CONTACT: 
Nancy  J.  Kessinger  at  (202)  461-9769  or 
FAX  (202)  275-5947. 

SUPPLEMENTARY  INFORMATION:  Under  the 
PRA  of  1995  (Pub.  L.  104-13;  44  U.S.C. 
3501 — 3521),  Federal  agencies  must 
obtain  approval  from  the  Office  of 
Management  and  Budget  (OMB)  for  each 
collection  of  information  they  conduct 
or  sponsor.  This  request  for  comment  is 
being  made  pursuant  to  Section 
3506(c)(2)(A)  of  the  PRA. 

With  respect  to  the  following 
collection  of  information,  VBA  invites 
comments  on:  (1)  Whether  the  proposed 


collection  of  information  is  necessary 
for  the  proper  performance  of  VBA’s 
functions,  including  whether  the 
information  will  have  practical  utility; 

(2)  the  accuracy  of  VBA’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information;  (3)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  to  be  collected;  and  (4) 
ways  to  minimize  the  burden  of  the 
collection  of  information  on 
respondents,  including  through  the  use- 
of  automated  collection  techniques  or 
the  use  of  other  forms  of  information 
technology. 

Title:  Request  for  Determination  of 
Loan  Guaranty  Eligibility — Unmarried 
Surviving  Spouses,  VA  Form  26-1817. 

OMB  Control  Number:  2900-0055. 

Type  o/fleview;  Extension  of  a 
currently  approved  collection. 

Abstract:  Unmarried  surviving  spouse 
of  a  veteran  whose  death  occurred  while 
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serving  on  active  duty  or  was  a  direct 
result  of  service-connected  disabilities 
completes  VA  Form  26-1817  to  request 
a  certificate  of  eligibility  for  home  loan 
benefits.  VA  uses  the  data  collected  to 
verify  the  veteran’s  service-connected 
death  and  to  determine  the  applicant’s 
eligibility  for  home  loan  benefits. 

A  ffected  Public:  Individuals  or 
households. 

Estimated  Annual  Burden:  912  hours. 
Estimated  Average  Burden  per 
Respondent:  15  minutes. 

Frequency  of  Response:  One  time. 
Estimated  Number  of  Respondents: 
'3,649. 

Dated:  November  18.  2010. 

By  direction  of  the  Secretary. 

Denise  McLamb. 

Program  Analyst,  Enterprise  Records  Sen  ice. 
(FR  Doc.  2010-29542  Filed  11-23-10;  8:45  am| 

BILLING  CODE  8320-01-P 


^V,AfiC® 


Part  n 

Department  of 
Health  and  Human 
Services 

Center  for  Medicare  &  Medicaid  Services 

42  CFR  Parts  410,  411,  412,  et  al. 
Medicare  Program:  Hospital  Outpatient 
Prospective  Payment  System  and  CY  2011 
Payment  Rates;  Ambulatory  Surgical 
Center  Payment  System  and  CY  2011 
Payment  Rates;  Payments  to  Hospitals  for 
Graduate  Medical  Education  Costs; 
Physician  Self-Referral  Rules  and  Related 
Changes  to  Provider  Agreement 
Regulations;  Payment  for  Certified 
Registered  Nurse  Anesthetist  Services 
Furnished  in  Rural  Hospitals  and  Critical 
Access  Hospitals;  Final  Rule 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

42  CFR  Parts  410,  411,  412,  413,  416, 

419,  and  489 

[CMS-1 504-FC  and  CMS-1 498-iFC2] 

RIN  0938-AP82  and  RIN  0938-AP80 

Medicare  Program:  Hospitai  Outpatient 
Prospective  Payment  System  and  CY 
201 1  Payment  Rates;  Ambulatory 
Surgical  Center  Payment  System  and 
CY  201 1  Payment  Rates;  Payments  to 
Hospitals  for  Graduate  Medical 
Education  Costs;  Physician  Self- 
Referral  Rules  and  Related  Changes  to 
Provider  Agreement  Regulations; 
Payment  for  Certified  Registered  Nurse 
Anesthetist  Services  Furnished  in 
Rural  Hospitals  and  Critical  Access 
Hospitals 

agency:  Centers  for  Medicare  & 

Medicaid  Services  (CMS),  HHS. 

ACTION:  Final  rule  with  comment  period; 
final  rules;  and  interim  final  rule  with 
comment  period. 

SUMMARY:  The  final  rule  with  comment 
period  in  this  document  revises  the 
Medicare  hospital  outpatient 
prospective  payment  system  (OPPS)  to, 
implement  applicable  statutory 
requirements  and  changes  arising  from 
our  continuing  experience  with  this 
system  and  to  implement  certain 
provisions  of  the  Patient  Protection  and 
Affordable  Care  Act,  as  amended  by  the 
Health  Care  and  Education 
Reconciliation  Act  of  2010  (Affordable 
Care  Act).  In  this  final  rule  with 
comment  period,  we  describe  the 
changes  to  the  amounts  and  factors  used 
to  determine  the  payment  rates  for 
Medicare  hospital  outpatient  services 
paid  under  the  prospective  payment 
system.  These  changes  are  applicable  to 
services  furnished  on  or  after  January  1, 
2011. 

In  addition,  this  final  rule  with 
comment  period  updates  the  revised 
Medicate  ambulatory  surgical  center 
(ASC)  payment  system  to  implement 
applicable  statutory  requirements  and 
changes  arising  from  our  continuing 
experience  with  this  system  and  to 
implement  certain  provisions  of  the 
Affordable  Care  Act.  In  this  final  rule 
with  comment  period,  we  set  forth  the 
applicable  relative  payment  weights  and 
amounts  for  services  furnished  in  ASCs, 
specific  HCPCS  codes  to  which  these 
changes  apply,  and  other  pertinent 
ratesetting  information  for  the  CY  2011 
ASC  payment  system.  These  changes  are 


applicable  to  services  furnished  on  or 
after  January  1,  2011. 

In  this  document,  we  also  are 
including  two  final  rules  that 
implement  provisions  of  the  Affordable 
Care  Act  relating  to  payments  to 
hospitals  for  direct  graduate  medical 
education  (GME)  and  indirect  medical' 
education  (IME)  costs;  and  new 
limitations  on  certain  physician 
referrals  to  hospitals  in  which  they  have 
an  ownership  or  investment  interest. 

In  the  interim  final  rule  with 
comment  period  that  is  included  in  this 
document,  we  are  changing  the  effective 
date  for  otherwise  eligible  hospitals  and 
critical  access  hospitals  that  have  been 
reclassified  from  urban  to  rural  under 
section  1886(d)(8)(E)  of  the  Social 
Security  Act  and  42  CFR  412.103  to 
receive  reasonable  cost  payments  for 
anesthesia  services  and  related  care 
furnished  by  nonphysician  anesthetists 
from  cost  reporting  periods  beginning 
on  or  after  October  1,  2010,  to  December 
2,  2010. 

DATES:  Effective  Dates:  The  provisions 
of  these  rules  are  effective  January  1, 
2011,  except  for  the  amendment  to  42 
CFR  412.113(c)(2)(i)(A),  which  is 
effective  on  December  2,  2010. 

Applicability  Dates:  (1)  The 
amendments  to  42  CFR 
412.105(f)(l)(iiJ(A),  (B),  (C),  and  (D)  are 
applicable  retroactive  to  January  1 , 

1983;  (2)  the  amendment  to  42  CFR 
412.105(f)(l)(ii)(E)  is  applicable 
retroactive  to  July  1,  2010;  (3)  the 
amendments  to  42  CFR 
412.105(f)(l)(iii)(C)  and  (D)  are 
applicable  retroactive  to  January  1, 

1983;  (4)  the  amendment  to  42  CFR 
413.75(b)  is  applicable  retroactive  to 
July  1,  2009;  (5)  the  amendment  to  42 
CFR  413.78(f)(1)  is  applicable 
retroactive  to  July  1,  2009;  (6)  the 
amendment  to  42  CFR  413.78(g)  is 
applicable  retroactive  to  July  1,  2010; 
and  (7)  the  amendment  to  42  CFR 
413.78(h)  is  applicable  retroactive  to 
January  1,  1983.  In  accordance  with 
sections  1871(e)(l)(A)(i)  and  (e)(l)(A)(ii) 
of  the  Social  Security  Act,  the  Secretary 
has  determined  that  the  retroactive 
application  of  the  specified  regulatory 
amendments  is  necessary  to  comply 
with  the  statute  and  that  failure  to  apply 
these  changes  retroactively  would  be 
contrary  to  public  interest. 

Comment  Period:  To  be  assured 
consideration,  comments  on  the 
payment  classifications  assigned  to 
HCPCS  codes  identified  in  Addenda  B, 
AA,  and  BB  to  the  final  rule  with 
comment  period  with  the  “NI”  comment 
indicator  and  on  other  areas  specified 
throughout  the  final  rule  with  comment 
period,  must  be  received  at  one  of  the 


addresses  provided  in  the  ADDRESSES 
section  no  later  than  5  p.m.  EST  on 
January  3,  2011. 

To  be  assured  consideration, 
comments  on  the  interim  final  rule  with 
comment  period  (under  section  XXIII.  of 
the  preamble  and  the  amendment  to  42 
CFR  412.113(c)(2)(i)(A))  relating  to 
reasonable  cost  payments  to  otherwise 
eligible  hospitals  and  critical  access 
hospitals  that  have  reclassified  from 
urban  to  rural  for  anesthesia  services 
and  related  care  furnished  by 
nonphysician  anesthetists  must  be 
received  at  one  of  the  addresses 
provided  in  the  ADDRESSES  section  no 
later  than  5  p.m.  EST  on  January  3, 

2011. 

Application  Deadline — New  Class  of 
New  Technology  Intraocular  Lenses: 
Requests  for  review  of  applications  for 
a  new  class  of  new  technology 
intraocular  lenses  must  be  received  by 
5  p.m.  EST  on  March  5,  2011. 

ADDRESSES:  In  commenting,  please  refer 
to  file  code  CMS-1 504-FC  for  the 
provisions  of  the  OPPS/ ASC  final  rule 
with  comment  period,  and  to  CMS- 
1498-IFC2  for  the  interim  final  rule 
with  comment  period.  Because  of  staff 
and  resource  limitations,  we  cannot 
accept  comments  by  facsimile  (FAX) 
transmission. 

You  may  submit  comments  in  one  of 
four  ways  (no  duplicates,  please); 

1.  Electronically.  You  may  submit 
electronic  comments  on  this  regulation 
to  http://www.regulations.gov.  Follow 
the  instructions  under  the  “More  Search 
Options”  tab. 

2.  By  regular  mail.  You  may  mail 
written  comments  to  the  following 
address  only:  Centers  for  Medicare  & 
Medicaid  Services,  Department  of 
Health  and  Human  Services,  Attention: 
CMS-1504-FC  or  CMS-1498-IFC2,  as 
applicable,  P.O.  Box  8013,  Baltimore, 

MD  21244-1850. 

Please  allow  sufficient  time  for  mailed 
comments  to  be  received  before  the 
close  of  the  comment  period. 

3.  By  express  or  overnight  mail.  You 
may  send  written  comments  to  the 
following  address  only:  Centers  for 
Medicare  &  Medicaid  Services, 
Department  of  Health  and  Human 
Services,  Attention:  CMS-1504-FC  or 
CMS-1 498-IFC2,  as  applicable.  Mail 
Stop  C4-26-05,  7500  Security 
Boulevard,  Baltimore,  MD  21244-1850.  * 

4.  By  hand  or  courier.  If  you  prefer 
you  may  deliver  (by  hand  or  courier) 
your  written  comments  before  the  close 
of  the  comment  period  to  either  of  the 
following  addresses: 

a.  For  delivery  in  Washington,  DC — 
Centers  for  Medicare  &  Medicaid 
Services,  Department  of  Health  and 
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Human  Services,  Room  445-G,  Hubert 
H.  Humphrey  Building,  200 
Independence  Avenue,  SW., 

Washington,  DC  20201. 

(Because  access  to  the  interior  of  the 
Hubert  H.  Humphrey  Building  is  not 
readily  available  to  persons  without 
Federal  Government  identification, 
commenters  are  encouraged  to  leave 
their  comments  in  the  CMS  drop  slots 
located  in  the  main  lobby  of  the 
building.  A  stamp-in  clock  is  available 
for  persons  wishing  to  retain  a  proof  of 
filing  by  stamping  in  and  retaining  an 
extra  copy  of  the  comments  being  filed.) 

b.  For  delivery  in  Baltimore,  MD — 
Centers  for  Medicare  &  Medicaid 
Services,  Department  of  Health  and 
Human  Services,  7500  Security 
Boulevard,  Baltimore,  MD  21244-1850. 

If  you  intend  to  deliver  your  . 
comments  to  the  Baltimore  address, 
please  call  the  telephone  number  (410) 
786-7195  in  advance  to  schedule  your 
arrival  with  one  of  our  staff  members. 

Comments  mailed  to  the  addresses 
indicated  as  appropriate  for  hand  or 
courier  delivery  may  be  delayed  and 
received  after  the  comment  period. 

For  information  on  viewing  public 
comments,  see  the  beginning  of  the 
SUPPLEMENTARY  INFORMATION  section. 

FOR  FURTHER  INFORMATION  CONTACT:  Gift 
Tee,  (410)  786-9316,  Hospital 
outpatient  prospective  payment  issues. 

Paula  Smith,  (410)  786-0378, 
Ambulatory  surgical  center  issues. 

Michele  FranWin,  (410)  786—4533, 
and  Jana  Lindquist,  (410)  786—4533, 
Partial  hospitalization  and  community 
mental  health  center  issues. 

James  Poyer,  (410)  786-2261, 
Reporting  of  quality  data  issues. 

Tzvi  Hefter,  (410)  786-4487  and  Ing- 
Jye  Cheng,  (410)  786-74548,  Direct 
graduate  medical  education  and  indirect 
medical  education  payments  issues. 

Jacqueline  Proctor,  (410)  786-8852, 
Physician  ownership  and  investment  in 
hospitals  issues. 

■  Marc  Hartstein,  (410)  786-4539,  Pass¬ 
through  payments  for  certified 
registered  nurse  anesthetists  services 
furnished  in  rural  hospitals  and  critical 
access  hospitals. 

SUPPLEMENTARY  INFORMATION:  Inspection 
of  Public  Comments:  All  comments 
received  before  the  close  of  the 
comment  period  are  available  for 
viewing  by  the  public,  including  any 
personally  identifiable  or  confidential 
business  information  that  is  included  in 
a  comment.  We  post  all  comments 
received  before  the  close  of  the 
comment  period  on  the  following  Web 
site  as  soon  as  possible  after  they  have 
been  received:  http:// 
www.reguIations.gov.  Follow  the  search 


instructions  on  that  Web  site  to  view 
public  comments. 

Comments  received  timely  will  also 
be  available  for  public  inspection  as 
they  are  received,  generally  beginning 
approximately  3  weeks  after  publication 
of  a  document,  at  the  headquarters  of 
the  Centers  for  Medicare  &  Medicaid 
Services,  7500  Security  Boulevard, 
Baltimore,  MD  21244,  on  Monday 
through  Friday  of  each  week  from  8:30 
a.m.  to  4  p.m.  EST.  To  schedule  an 
appointment  to  view  public  comments, 
phone  1-800-743-3951. 

Electronic  Access 
This  Federal  Register  document  is 
also  available  from  the  Federal  Register 
online  database  through  GPO  Access,  a 
service  of  the  U.S.  Government  Printing 
Office.  Free  public  access  is  available  on 
a  Wide  Area  Information  Server  (WAIS) 
through  the  Internet  and  via 
asynchronous  dial-in.  Internet  users  can 
access  the  database  by  using  the  World 
Wide  Web;  the  Superintendent  of 
Documents’  home  page  address  is 
http://www.gpoaccess.gov/index.html, 
by  using  local  WAIS  client  software,  or 
by  telnet  to  swais.access.gpo.gov,  then 
login  as  guest  (no  password  required). 
Dial-in  users  should  use 
communications  software  and  modem 
to  call  (202)  512-1661;  type  swais,  then 
login  as  guest  (no  password  required). 

Alphabetical  List  of  Acronyms 
Appearing  in  This  Federal  Register 
Document 

ACEP  American  College  of  Emergency 
Physicians 

AHA  American  Hospital  Association 
AHIMA  American  Health  Information 
Management  Association 
AMA  American  Medical  Association 
AMP  Average  manufacturer  price 
AOA  American  Osteopathic  Association 
APC  Ambulatory  payment  classification 
ASC  Ambulatory  Surgical  Center 
ASP  Average  sales  price 
AWP  Average  wholesale  price 
AWV  Annual  Wellness  Visit 
BBA  Balanced  Budget  Act  of  1997,  Public 
Law  105-33 

BBRA  Medicare,  Medicaid,  and  SCHIP 
[State  Children’s  Health  Insurance 
Program]  Balanced  Budget  Refinement  Act 
of  1999,  Public  Law  106-113 
BCA  Blue  Cross  Association 
BCBSA  Blue  Cross  and  Blue  Shield 
Association 

BIPA  Medicare,  Medicaid,  and  SCHIP 
Benefits  Improvement  and  Protection  Act 
of  2000,  Public  Law  106-554 
CAH  Critical  access  hospital 
CAP  Competitive  Acquisition  Program 
CBSA  Core-Based  Statistical  Area 
CCR  Cost-to-charge  ratio 
CERT  Comprehensive  Error  Rate  Testing 
CMHC  Community  mental  health  center 
CMS  Centers  for  Medicare  &  Medicaid 
Services 


CoP  Conditions  of  Participation 
CORF  .Comprehensive  outpatient 
rehabilitation  facility 
CPT  [Physicians’]  Current  Procedural 
Terminology,  Fourth  Edition,  2009, 
copyrighted  by  the  American  Medical 
Association 

CRNA  Certified  registered  nurse  anesthetist 
CY  Calendar  year 

DMEPOS  Durable  medical  equipment, 
prosthetics,  orthotics,  and  supplies 
DMERC  Durable  medical  equipment 
regional  carrier 

DRA  Deficit  Reduction  Act  of  2005,  Public 
Law  109-171 

DSH  Disproportionate  share  hospital 
EACH  Essential  Access  Community 
Hospital 

E/M  Evaluation  and  management 
EPO  Erythropoietin 
ESRD  End-stage  renal  disease 
FACA  Federed  Advisory  Committee  Act, 
Public  Law  92-463 

FAR  Federal  Acquisition  Regulations 
FDA  Food  and  Dimg  Administration 
FFS  Fee-for-service 
FSS  Federal  Supply  Schedule 
FTE  Full-time  equivalent 
FY  Federal  fiscal  year 
GAO  Government  Accountability  Office 
GME  [Direct]  Graduate  medical  education 
HCERA  Health  Care  and  Education 
Reconciliation  Act  of  2010,  Public  Law 
111-152 

HCPCS  Healthcare  Common  Procedure 
Coding  System 

HCRIS  Hospital  Cost  Report  Information 
System 

HHA  Home  health  agency 
HIPAA  Health  Insurance  Portability  and 
Accountability  Act  of  1996,  Public  Law 
104-191 

HOPD  Hospital  outpatient  department 
HOP  QDRP  Hospital  Outpatient  Quality 
Data  Reporting  Program 
ICI>-9-CM  International  Classification  of 
Diseases,  Ninth  Edition,  Clinical 
Modification 

ICD-IO-CM  International  Classification  of 
Diseases,  Tenth  Revision,  Clinical 
Modification 

ICD-10— PCS  International  Classification  of 
Diseases,  Tenth  Revision,  Procedure 
Coding  System 

IDE  Investigational  device  exemption 
IHS  Indian  Health  Service 
IME  Indirect  medical  education 
I/OCE  Integrated  Outpatient  Code  Editor 
lOL  Intraocular  lens 
IPPE  Initial  preventive  physical 
examination 

IPPS  [Hospital]  Inpatient  prospective 
payment  system 

IVIG  Intravenous  immune  globulin 
MAC  Medicare  Administrative  Contractor 
MedPAC  Medicare  Payment  Advisory 
Commission 

MDH  Medicare-dependent,  small  rural 
hospital 

MIEA-TRHCA  Medicare  Improvements  and 
Extension  Act  under  Division  B,  Title  I  of 
the  Tax  Relief  Health  Care  Act  of  2006, 
Public  Law  109—432 

MIPPA  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008,  Public  Law 
110-275 
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MMA  Medicare  Prescription  Drug. 
Improvement,  and  Modernization  Act  of 
2003,  Public  Law  108-173 
MMSEA  Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007,  Public  Law  110-173 
MPFS  Medicare  Physician  Fee  Schedule 
MSA  Metropolitan  Statistical  Area 
NCCI  National  Correct  Coding  Initiative 
NCD  National  Coverage  Determination  . 
NTIOL_  New  technology  intraocular  lens 
OIG  [HHS]  Office  of  the  Inspector  General 
OMB  Office  of  Management  and  Budget 
OPD  (Hospital]  Outpatient  department 
OPPS  [Hospital]  Outpatient  prospective 
payment  system 

PHP  Partial  hospitalization  program 
PM  Program  memorandum 
PPACA  Patient  Protection  and  Affordable 
Care  Act  of  2010,  Public  Law  111-148 
PPI  Producer  Price  Index 
PPPS  Personalized  preventive  plan  services 
PPS  Prospective  payment  system 
PR  Pulmonary  rehabilitation 
PRA  Paperwork  Reduction  Act 
QAPl  Quality  Assessment  and  Performance 
Jmprovement 

QIO  Quality  Improvement  Organization 
RAC  Recovery  Audit  Contractor 
RFA  Regulatory  Flexibility  Act 
RHQDAPU  Reporting  Hospital  Quality  Data 
for  Annual  Payment  Update  (Program] 

RHHI  Regional  home  health  intermediary 
SBA  Small  Business  Administration 
'SCH  Sole  community  hospital 
SDP  Single  Drug  Pricer 
SI  Status  indicator 
TEFRA  Tax  Equity  and  Fiscal 
Responsibility  Act  of  1982,  Public  Law  97- 
248 

TOPS  Transitional  outpatient  payments 
USPDI  United  States  Pharmacopoeia  Drug 
Information 

USPSTF  United  States  Preventive  Services 
Task  Force 

WAC  Wholesale  acquisition  cost 

In  this  document,  we  address  two 
payment  systems  under  the  Medicare  • 
program:  The  hospital  outpatient 
prospective  payment  system  (OPPS)  and 
the  revised  ambulatory  surgical  center 
(ASC)  payment  system.  In  addition,  we 
address  provisions  of  the  Affordable 
Care  Act,  relating  to  payments  to 
hospitals  for  direct  graduate  medical 
education  (GME)  and  indirect  medical 
education  (IME)  costs.  We  also  address 
provisions  relating  to  new  limitations 
oh  certain  physician  referrals  to 
hospitals  in  which  they  have  an 
ownership  or  investment  interest  and 
making  related  changes  to  the  provider 
agreement  regulations.  The  provisions 
relating  to  the  OPPS  are  included  in 
sections  I.  through  XIV.  and  XVI. 
through  XIX.  of  this  final  rule  with 
comment  period  and  in  Addenda  A,  B, 

C  (Addendum  C  is  available  on  the 
Internet  only;  we  refer  readers  to  section 
XVIII.A.  of  this  final  rule  with  comment 
period),  Dl,  D2,  E,  L,  and  M  to  this  final 
rule  with  comment  period.  The 
provisions  related  to  the  revised  ASC 
payment  system  are  included  in 


sections  XV.,  XVI.  through  XIX.  of  this 
final  rule  with  comment  period  and  in 
Addenda  AA,  BB,  DDl,  DD2,  and  EE  to 
this  final  rule  with  comment  period. 
(Addendum  EE  is  available  on  the 
Internet  only;  we  refer  readers  to  section 
XVII.B.  of  this  final  rule  with  comment 
period.)  The  provisions  related  to 
payments  to  hospitals  for  direct  GME 
and  IME  costs  are  included  in  the  final 
rule  in  section  XXL  of  this  document. 

The  provisions  relating  to  the  new 
limitations  on  certain  physician 
referrals  to  hospitals  in  which  they  have 
an  ownership  or  investment  interest  and 
related  changes  to  the  provider 
agreement  regulations  are  included  in 
the  final  rule  in  section  XXII.  of  this 
document.  The  provision  relating  to  a 
change  in  the  effective  date  for 
otherwise  eligible  rural  hospitals  and 
critical  access  hospitals  (CAHs)  that 
have  reclassified  from  urban  to  rural 
areas  to  receive  reasonable  cost 
payments  for  anesthesia  services  and 
related  care  furnished  by  nonphysician 
anesthetists  is  included  in  the  interim 
final  rule  with  comment  period  in 
section  XXIII.  of  this  document. 
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2012  Payment  Determination 

a.  Retention  of  Existing  HOP  QDRP 
Measures  for  the  CY  2012  Payment 
Determination 

b.  New  Structural  Measure  for  CY  2012 
Payment  Determination 

c.  New  Claims-Based  Measures  for  CY  2012 
Payment  Determination 

d.  New  Chart-Abstracted  Measures  for  CY 

2012  Payment  Determination 

4.  HOP  QDRP  Quality  Measures  for  the  CY 

2013  Payment  Determination 

a.  Retention  of  CY  2012  HOP  QDRP 
Measures  for  the  CY  2013  Payment 
Determination 

b.  New  Structural  Measure  for  the  CY  2013 
Payment  Determination 

c.  New  Chart-Abstracted  Measures  for  the 
CY  2013  Payment  Determination 

5.  HOP  QDRP  Quality  Measures  for  the  CY 

2014  Payment  Determination 

a.  Retention  of  CY  2013  HOP  QDRP 
Measures  for  the  CY  2014  Payment 
Determination 

b.  New  Chart-Abstracted  Measures  for  the 
CY  2014  Payment  Determination 

6.  Possible  Quality  Measures  Under 

!  Consideration  for  Future  Inclusion  in  the 
HOP  QDRP 

C.  Payment  Reduction  for  Hospitals  That 
Fail  To  Meet  the  HOP  QDRP 
Requirements  for  the  CY  2011  Payment 
Update 

1.  Background 

2.  Reporting  Ratio  Application  and 
Associated  Adjustment  Policy  for  CY 
2011 

D.  Requirements  for  HOPD  Quality  Data 
Reporting  for  CY  2012  and  Subsequent 
Years 

1.  Administrative  Requirements 

2.  Data  Collection  and  Submission 
Requirements 

a.  General  Data  Collection  and  Submission 
Requirements 

b.  Extiaordinary  Circumstance  Extension 
or  Waiver  for  Reporting  Quality  Data 

3.  HOP  QDRP  Validation  Requirements  for 
Chart-Abstracted  Data:  Data  Validation 
Approach  for  CY  2012  and  Subsequent 
Years 

a.  Background 

b.  Data  Validation  Requirements  for  CY 
2012 

c.  Additional  Data  Validation  Conditions 
Under  Consideration  for  CY  2013  and 
Subsequent  Years 

E.  HOP  QDRP  Reconsideration  and 
Appeals  Procedures 

F.  Reporting  of  ASC  Quality  Data 

G.  Electronic  Health  Records 
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XVll.  Files  Available  to  the  Public  via  the 
Internet 

A.  Information  in  Addenda  Related  to  the 
CY  2011  Hospital  OPPS 

B.  Information  in  Addenda  Related  to  the 
CY  2011  ASC  Payment  System 

XVIII.  Collection  of  Information 
Requirements 

A.  Legislative  Requirements  for 
Solicitation  of  Comments 

B.  Associated  Information  Collections  Not 
Specified  in  Regulatory  Text 

1.  Hospital  Outpatient  Quality  Data 
Reporting  Program  (HOP  QDRP)  * 

2  HOP  QDRP  Quality  Measures  for  the  CY 
2011  and  CY  2012  Payment 
Determinations 

3.  HOP  QDRP  Validation  Requirements 

4.  HOP  QDRP  Reconsideration  and 
Appeals  Procedures 

5.  Additional  Topics 

XIX.  Response  to  Comments 

XX.  Regulatory  Impact  A.nalysis 

A.  Overall  Impact 

1.  Executive  Order  12866 

2.  Regulatory  Flexibility  Act 

3.  Small  Rural  Hospitals 

4.  Unfunded  Mandates 

5.  Federalism 

B.  Effects  of  OPPS  Changes  in  This  Final 
Rule  With  Comment  Period 

1.  Alternatives  Considered 

2.  Limitations  of  Our  Analysis 

3.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  Hospitals 

4.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  CMHCs 

5.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  Beneficiaries 

6.  Conclusion 

7.  Accounting  Statement 

C.  Effects  of  ASC  Payment  System  Changes ' 
in  This  Final  Rule  With  Comment  Period 

1.  Alternatives  Considered 

2.  Limitations  of  Oiu  Analysis 

3.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  Payments  to 
ASCs 

4.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  Beneficiaries. 

5.  Conclusion 

6.  Accounting  Statement 

D.  Effects  of  Requirements  for  Reporting  of 

Quality  Data  for  Annual  Hospital 
Payment  Update  '  .  * 

E.  Executive  Order  12866 

XXI.  Final  Rule:  Changes  Relating  to 
Payments  to  Hospitals  for  Direct 
Graduate  Medical  Education  (GME)  and 
Indirect  Medical  Education  (IME)  Costs 

A.  Background 

B.  Coimting  Resident  Time  in  Nonprovider 
Settings  (Section  5504  of  the  Affordable 
Care  Act) 

1.  Background  and  Changes  Made  by  the 
Affordable  Qare  Act 

2.  Elimination  of  the  “All  or  Substantially 
All  of  the  Costs  for  the  Training  Program 
in  the  Nonhospital  Setting”  Requirement 
and  New  Cost  Requirements  for 
Hospitals 

3.  Revision  to  Regulations  To  Allow  More 
Than  One  Hospital  To  Incur  the  Costs  of 
Training  Programs  at  Nonhospital 
Settings,  Either  Directly  or  Through  a 
Third  Party 


4.  Changes  to  Regulations  Regarding 
Recordkeeping  and  Comparison  to  a  Base 
Year 

C.  Counting  Resident  Time  for  Didactic 
and  Scholarly  Activities  and  Other 
Activities  (Section  5505  of  the 
Affordable  Care  Act) 

1.  Background  and  Changes  Made  by  the 
Affordable  Care  Act 

2.  Definition  of  “Nonprovider  Setting  That 
is  Primarily  Engaged  in  Furnishing 
Patient  Care” 

3.  Distinguishing  Between  Allowed 
“Nonpatient  Care  Activities”  and 
Nonallowable  Research  Time 

4.  Approved  Leave  of  Absence 

D.  Reductions  and  Increases  to  Hospitals’ 
FTE  Resident  Caps  for  GME  Payment 
Purposes 

■  1.  General  Background  on  Methodology  for 
Determining  the  FTE  Resident  Count 

2.  Reduction  of  Hospitals’  FTE  Resident 
Caps  Under  the  Provisions  of  Section 
5503  of  the  Affordable  Care  Act 

3.  Hospitals  Subject  to  the  FTE  Resident 
Cap  Reduction  ... 

4.  Exemption  From  FTE  Resident  Cap 
Reduction  for  Certain  iftural  Hospitals 

5.  Application  of  Section  5503  to  Hospitals 
That  Participate  in  Demonstration 
Projects  or  Voluntary  Reduction 
Programs  and  Certain  Other  Hospitals 

6.  Determining  the  Estimated  Number  of 
FTE  Resident  Slots  Available  for 
Redistribution 

7.  Reference  Cost  Reports  That  Are  Under 
Appeal 

8.  Determining  the  Reduction  to  a 
Hospital’s  FTE  Resident  Cap 

a.  Reference  Resident  Level — General 

b.  Audits  of  the  Reference  Cost  Reporting 
Period 

c.  Medicare  GME  Affiliation  Agreements 

d.  Treatment  of  Hospitals  That  Have 
Merged 

9.  Application  of  Section  5503  to  Hospitals 
That  File  Low  Utilization  Medicare  Cost 
Reports 

10.  Treatment  of  Hospitals  With  Caps  That 
Have  Been  Reduced  or  Increased  Under 
Section  422  of  Public  Law  108-173 

11.  Criteria  for  Determining  Hospitals  That 
Will  Receive  Increases  in  Their  FTE 
Resident  Caps 

12.  Application  Process  for  the  Increases  in 
Hospitals’  FTE  Resident  Caps 

13.  CMS  Evaluation  of  Applications  for 
Increases  in  FTE  Resident  Caps 

14.  CMS  Evaluation  of  Application  for 
Increases  in  FTE  Resident  Caps — 
Evaluation  Criteria 

15.  Exception  If  Positions  Are  Not 
Redistributed  by  July  1,  2011 

16.  Application  of  Direct  GME  PRAs  for 
Primary  Care  and  Nonprimary  Care 
Residents  and  Conforming  Changes  for 
the  IME  Multiplier 

17.  Other  Issues  Related  to  a  Request  for 
Increase  in  the  FTE  Caps  Under  Section 
5503  of  the  Affordable  Care  Act 

a.  Rural  Hospitals  or  Urban  Nonteaching 
Hospitals 

b.  Closed  Teaching  Hospitals 

■c.  Requirements  for  Hospitals  That  Receive 
Additional  Slots  Under  Section  5503 

d.  No  Administrative  or  Judicial  Review 


E.  Preservation  of  Resident  Cap  Positions 
From  Closed  Hospitals  (Section  5506  of 
the  Affordable  Cdre  Act) 

1.  Background 

2.  Definition  of  a  “Closed  Hospital” 

3.  Priority  for  Hospitals  in  Certain  Areas 

4.  Application  Process 

5.  Ranking  Criteria 

6.  Demonstrated  Likelihood  of  Filling  the 
Positions  Within  a  Certain  Time  Period 

7.  No  Duplication  of  FTE  Cap  Slots 

8.  CXher  Payment  Issues  Regarding 
Hospitals  That  Receive  Increase  in  FTE 
Caps  Based  on  Slots  From  Closed 
Hospitals 

9.  Other  Comments  and  Responses 
Regarding  Section  5506 

10.  Application — No  Reopening  of  Settled 
Cost  Reports 

11.  No  Administrative  or  Judicial  Review 
Under  Section  5506 

F.  Collection  of  Information  Requirements 

G.  Regulatory  Impact  Analysis 

XXII.  Final  Rule:  Changes  to  Whole  Hospital 
and  Rural  Provider  Exceptions  to  the 
Physician  Self-Referral  Prohibition  and 
Related  Changes  to  Provider  Agreement 
Regulations 

A.  Background 

B.  Changes  Made  by  the  Affordable  Care 
Act  Relating  to  the  Whole  Hospital  and 
Rural  Provider  Exceptions  to  Ownership 
and  Investment  Prohibition 

C.  Changes  to  Physician  Self-Referral 
Regulations 

1.  Physician  Ownership  and  Provider 
Agreement 

2.  Limitation  on  Expansion  of  Facility 
Capacity 

3.  Preventing  Conflicts  of  Interest 

4.  Ensuring  Bona  Fide  Investment 

5.  Patient  Safety 

6.  Conversion  From  Ambulatory  Surgery 
Center  (ASC) 

7.  Publication  of  Information  Reported 

8.  Enforcement 

D.  Related  Changes  to  Provider  Agreement 
Regulations 

E.  Conditions  of  Participation  for  Hospitals 

F.  Collection  of  Information  Requirements 

G.  Regulatory  Impact  Analysis 

XXIII.  Interim  Final  Rule  With  Comment 

Period:  Certified  Nurse  Anesthetists 
(CRNAs)  Services  Furnished  in  Rural 
Hospitals  and  Critical  Access  Hospitals 
(CAHs) 

A.  Background 

B.  Revised  Policy 

C.  Waiver  of  Notice  of  Proposed 
Rulemaking  and  Delay  in  the  Effective 
Date 

D.  Response  to  Comments 

E.  Collection  of  Information  Requirements 

F.  Regulatory  Impact  Analysis 

Regulation  Text 

Addenda 

Addendum  A — Final  OPPS  APCs  for  CY 
2011 

Addendum  AA — Final  ASC  Covered  Surgical 
Procedures  for  CY  2011  (Including 
Surgical  Procedures  for  Which  Payment 
Is  Packaged) 

Addendum  B — Final  OPPS  Payment  by 
HCPCS  Code  for  CY  201 1 

Addendum  BB — Final  ASC  Covered 

Ancillary  Services  Integral  to  Covered 
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Surgical  Procedures  for  CY  2011 
(Including  Ancillary  Services  for  Which 
Payment  Is  Packaged) 

Addendum  Dl — Final  OPPS  Payment  Status 
Indicators  for  CY  2011 
Addendum  DDl — Final  ASC  Payment 
Indicators  for  CY  2011 
Addendum  D2 — Final  OPPS  Comment 
Indicators  for  CY  2011 
Addendum  DD2 — Final  ASC  Comment 
Indicators  for  CY  2011 
Addendum  E — HCPCS  Codes  That  Will  Be 
Paid  Only  as  Inpatient  Procedures  for  CY 
2011 

Addendum  L — Final  CY  2011  OPPS  Out- 
Migration  Adjustment 
Addendum  M — Final  HCPCS  Codes  for 
Assignment  to  Composite  APCs  for  CY 
2011 

I.  Background  and  Summary  of  the  CY 
2011  OPPS/ASC  Proposed  and  Final 
Rules 

A.  Legislative  and  Regulatory  Authority 
for  the  Hospital  Outpatient  Prospective 
Payment  System 
When  Title  XVIII  of  the  Social 
Security  Act  (the  Act)  was  enacted, 
Medicare  payment  for  hospital 
outpatient  services  was  based  on 
hospital-specific  costs.  In  an  effort  to 
ensure  that  Medicare  and  its 
beneficiaries  pay  appropriately  for 
services  and  to  encourage  more  efficient 
delivery  of  care,  the  Congress  mandated 
replacement  of  the  reasonable  cost- 
based  payment  methodology  with  a 
prospective  payment  system  (PPS).  The 
Balanced  Budget  Act  (BBA)  of  1997 
(Pub.  L.  105-33)  added  section  1833(t) 
to  the  Act  authorizing  implementation 
of  a  PPS  for  hospital  outpatient  services. 
The  OPPS  was  first  implemented  for 
services  furnished  on  or  after  August  1 , 
2000.  Implementing  regulations  for  the 
OPPS  are  located  at  42  CFR  part  419. 

The  Medicare,  Medicaid,  and  SCRIP 
Balanced  Budget  Refinement  Act 
(BBRA)  of  1999  (Pub.  L.  106-113)  made 
major  changes  in  the  hospital  outpatient 
prospective  payment  system  (OPPS). 

The  following  Acts  made  additional 
changes  to  the  OPPS:  the  Medicare, 
Medicaid,  and  SCRIP  Benefits 
Improvement  and  Protection  Act  (BIPA) 
of  2000  (Pub.  L.  106-554);  the  Medicare 
Prescription  Drug,  Improvement,  and 
Modernization  Act  (MMA)  of  2003  (Pub. 
L.  108-173);  the  Deficit  Reduction  Act 
(DRA)  of  2005  (Pub.  L.  109-171), 
enacted  on  Februcuy  8,  2006;  the 
Medicare  Improvements  and  Extension 
Act  under  Division  B  of  Title  I  of  the 
Tax  Relief  and  Realth  Care  Act  (MIEA- 
TRRCA)  of  2006  (Pub.  L.  109-432), 
enacted  on  December  20,  2006;  the 
Medicare,  Medicaid,  and  SCRIP 
Extension  Act  (MMSEA)  of  2007  (Pub. 

L.  110-173),  enacted  on  December  29, 
2007;  the  Medicare  Improvements  for 


Patients  and  Providers  Act  (MIPPA)  of 
2008  (Pub.  L.  110-275),  enacted  on  July 
15,  2008;  and  most  recently  the  Patient 
Protection  and  Affordable  Care  Act 
(Pub.  L.  111-148),  enacted  on  March  23, 
2010,  ag  amended  by  the  Realth  Care 
and  Education  Reconciliation  Act  of 
2010  (Pub.  L.  111-152),  enacted  on 
March  30,  2010.  We  refer  readers  to 
section  l.D.  of  this  final  rule  with 
comment  period  for  a  summary  of  the 
provisions  of  Public  Law  111-148,  as 
ame.ndqd  by  Public  Law  111-152,  that 
we  are  implementing  in  this  final  rule 
with  comment  period. 

Under  the  OPPS,  we  pay  for  hospital 
outpatient  services  on  a  rate-per-service 
basis  that  varies  according  to  the 
ambulatory  payment  classification 
(APC)  group  to  which  the  service  is 
assigned.  We  use  the  Realthcare 
Common  Procedure  Coding  System 
(RCPCS)  codes  (which  include  certain 
Current  Procedural  Terminology  (CPT) 
codes)  and  descriptors  to  identify  and 
group  the  services  within  each  APC 
group.  The  OPPS  includes  payment  for 
most  hospital  outpatient  services, 
except  those  identified  in  section  LB.  of 
this  final  rule  with  comment  period. 
Section  1833(t)(l)(B)(i)  of  the  Act 
provides  for  payment  under  the  OPPS 
for  hospital  outpatient  services 
designated  by  the  Secretary  (which 
includes  partial  hospitalization  services 
furnished  by  community  mental  health 
centers  (CMRCs))  and  hospital 
outpatient  services  that  are  furnished  to 
inpatients  who  have  exhausted  their 
Part  A  benefits,  or  who  are  otherwise 
not  in  a  covered  Part  A  stay. 

The  OPPS  rate  is  an  unadjusted 
national  payment  amount  that  includes- 
the  Medicare  payment  and  the 
beneficiary  copayment.  This  rate  is 
divided  into  a  lahpr-related  amount  and 
a  nonlabor-related  amount.  The  labor- 
related  amount  is  adjusted  for  area  wage 
differences  using  the  hospital  inpatient 
wage  index  value  for  the  locality  in 
which  the  hospital  or  CMRC  is  located. 

All  services  and  items  within  an  APC 
group  are  comparable  clinically  and 
with  respect  to  resource  use  (section 
1833(t)(2)(B)  of  the  Act).  In  accordance 
with  section  1833(t)(2)  of  the  Act, 
subject  to  certain  exceptions,  items  and 
services  within  an  APC  group  cannot  be 
considered  comparable  with  respect  to 
the  use  of  resources  if  the  highest 
median  cost  (or  mean  cost,  if  elected  by 
the  Secreteuy)  for  an  item  or  service  in 
the  APC  group  is  more  than  2  times 
greater  than  the  lowest  median  cost  for 
an  item  or  service  within  the  same  APC 
group  (referred  to  as  the  “2  times  rule”). 
In  implementing  this  provision,  we 
generally  use  the  median  cost  of  the 


item  or  service  assigned  to  an  APC 
group. 

For  new  technology  items  and 
services,  special  payments  under  the 
OPPS  may  be  made  in  one  of  two  ways. 
Section  1833(t)(6)  of  the  Act  provides 
for  temporary  additional  payments, 
which  we  refer  to  as  “transitional  pass¬ 
through  payments,”  for  at  least  2  but  not 
more  than  3  years  for  certain  drugs, 
biological  agents,  brachytherapy  devices 
^used  for  the  treatment  of  cancer,  and 
categories  of  other  medical  devices.  For 
new  technology  services  that  are  not 
eligible  for  transitional  pass-through 
payments,  and  for  which  we  lack 
sufficient  data  to  appropriately  assign 
them  to  a  clinical  APC  group,  we  have 
established  special  APC  groups  based 
on  costs,  which  we  refer  to  as  New 
Technology  APCs.  These  New 
Technology  APCs  are  designated  by  cost 
bands  which  allow  us  to  provide 
appropriate  and  consistent  payment  for 
designated  new  procedures  that  are  not 
yet  reflected  in  our  claims  data.  Similar 
to  pass-through  payments,  an 
assignment  to  a  New  Technology  APC  is 
temporary;  that  is,  we  retain  a  service  , 
within  a  New  Technology  APC  until  we 
acquire  sufficient  data  to  assign  it  to  a 
clinically  appropriate  APC  group. 

B.  Excluded  OPPS  Services  and 
Hospitals 

Section  1833(t)(l)(B)(i)  of  the  Act 
authorizes  the  Secretary  to  designate  the 
hospital  outpatient  services  that  are 
paid  under  the  OPPS.  While  most 
hospital  outpatient  services  are  payable 
under  the  OPPS,  section 
1833(t)(l)(B)(iv)  of  the  Act  excludes 
payment  for  ambulance,  physical  and 
occupational  therapy,  and  speech- 
language  pathology  services,  for  which 
payment  is  made  under  a  fee  schedule. 

It  also  excludes  screening 
mammography,  diagnostic 
mammography,  and  effective  January  1, 
20M,  an  annual  wellness  visit  providing 
personalized  prevention  plan  services. 
The  Secretary  exercised  the  authority 
granted  under  the  statute  to  also  exclude 
from  the  OPPS  those  services  that  are 
paid  under  fee  schedules  or  other 
payment  systems.  Such  excluded 
services  include,  for  example,  the 
professional  services  of  physicians  and 
nonphysician  practitioners  paid  under 
the  Medicare  Physician  Fee  Schedule 
(MPFS);  laboratory  services  paid  under 
the  Clinical  Diagnostic  Laboratory  Fee 
Schedule  (CLFS);  services  for 
beneficiaries  with  end-stage  renal 
disease  (ESRD)  that  are  paid  under  the 
ESRD  composite  rate;  and  services  and 
procedures  that  require  an  inpatient  stay 
that  are  paid  under  the  hospital 
inpatient  prospective  payment  system 
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(IPPS),  We  set  forth  the  services  that  are 
excluded  from  pa3rment  under  the  OPPS 
in  42  CFR  419.22  of  the  regulations. 

Under  §  419.20(b)  of  the  regulations, 
we  specify  the  types  of  hospitals  and 
entities  that  are  excluded  from  payment 
under  the  OPPS.  These  excluded 
entities  include:  Maryland  hospitals,  but 
only  for  services  that  are  paid  under  a 
cost  containment  waiver  in  accordance 
with  section  1814(b)(3)  of  the  Act; 
critical  access  hospitals  (CAHs); 
hospitals  located  outside  of  the  50 
States,  the  District  of  Columbia,  and 
Puerto  Rico;  and  Indian  Health  Service 
(IHS)  hospitals. 

C.  Prior  Rulemaking 

On  April  7,  2000,  we  published  in  the 
Federal  Register  a  final  rule  with 
comment  period  (65  FR  18434)  to 
implement  a  prospective  payment 
system  for  hospital  outpatient  services. 
The  hospital  OPPS  was  first 
implemented  for  services  furnished  on 
or  after  August  1,  2000,.  Section 
1833(t)(9)  of  the  Act  requires  the 
Secretary  to  review  certain  components 
of  the  OPPS,  not  less  often  than 
annually,  and  to  revise  the  groups, 
relative  payment  weights,  and  other 
adjustments  that  take  into  account 
changes  in  medical  practices,  changes  in 
technologies,  and  the  addition  of  new 
services,  new  cost  data,  and  other 
relevant  information  and  factors. 

Since  initially  implementing  the 
OPPS,  we  have  published  final  rules  in 
the  Federal  Register  artnually  to 
implement  statutory  requirements  and 
changes  arising  from  our  continuing 
experience  with  this  system.  These  rules 
can  be  viewed  on  the  CMS  Web  site  at: 
http://www.cms.gov/ 
HospitalOutpatientPPS/ .  The  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  appears  in  the  November  20, 

2009  Federal  Register  (74  FR  60316).  In 
that  final  rule  with  comment  period,  we 
revised  the  OPPS  to  update  the  payment 
weights  and  conversion  factor  for 
services  payable  under  the  CY  2010 
OPPS  on  the  basis  of  claims  data  from 
January  1,  2008,  through  December  31, 
2008,  and  to  implement  certain 
provisions  of  Public  Law  110-173  and 
Public  Law  110— 275.  In  addition,  we 
responded  to  public  comments  received 
on  the  provisions  of  the  November  18, 
2008  final  rule  with  comment  period  (73 
FR  68502)  pertaining  to  the  APC 
assignment  of  HCPCS  codes  identified 
in  Addendum  B  to  that  rule  with  the 
new  interim  (“NI”)  comment  indicator, 
and  public  comments  received  on  the 
July  20,  2009  OPPS/ASC  proposed  rule 
for  CY  2010  (74  FR  35232).  On 
December  31,  2009,  we  issued  in  the 
Federal  Register  (74  FR  69502)  a  notice 


that  corrected  technical  and  typographic 
errors  that  appeared  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  issued  on  November  20,  2009. 

On  August  3,  2010,  we  issued  in  the 
Federal  Register  (75  FR  45700)  a  notice 
that  contained  further  corrections  of 
technical  errors  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period 
issued  in  the  Federal  Register  on 
November  20,  2009  (74  FR  60316),  and 
in  the  correction  document  for  that  final 
rule  with  comment  period  that  was 
issued  in  the  Federal  Register  on 
December  31,  2009  (74  FR  69502). 

On  August  3,  2010,  we  issued  in  the 
Federal  Register  (75  FR  46169)  a 
proposed  rule  for  the  CY  2011  OPPS/ 
ASC  payment  systems  to  implement 
statutory  requirements  and  changes 
arising  from  our  continuing  experience 
with  both  systems  and  to  implement 
certain  provisions  of  the  Affordable  Care 
Act.  .  . 

On  August  3,  2010,  w’e  issued  a  notice 
in  the  Federal  Register  (75  FR  45769) 
that  contained  the  final  wage  indices, 
hospital  reclassifications,  payment  rates, 
impacts,  and  addenda  for  payments 
made  under  the  OPPS  for  CY  2010  and 
the  final  payment  rates  and  addenda  for 
payments  under  the  ASC  payment 
system  for  CY  2010,  that  were  revised  to 
address  the  provisions  of  the  Affordable 
Care  Act  that  impacted  both  the  CY 
2010  OPPS  and  the  ASC  payment 
system. 

D.  Provisions  of  the  Patient  Protection 
and  Affordable  Care  Act  (Pub.  L.  111- 
148),  as  Amended  by  the  Health  Care 
and  Education  Reconciliation  Act  of 
2010  (Pub.  L.  111-152) 

On  March  23,  2010,  the  Patient 
Protection  and  Affordable  Care  Act, 
Public  Law  111-148,  was  enacted. 
Following  the  enactment  of  Public  Law 
111-148,  the  Health  Care  and  Education 
Reconciliation  Act  of  2010,  Public  Law 
111-152  (enatted  on  March  30,  2010), 
amended  certain  provisions  of  Public 
Law  111-148.  (These  two  public  laws 
are  collectively  known  as  the  Affordable 
Care  Act.)  A  number  of  the  provisions 
of  the  Affordable  Care  Act  affect  the 
OPPS  and  the  ASC  payment  system  and 
the  providers  and  suppliers  addressed 
in  this  final  rule  with  comment  period. 
Listed  below  are  the  provisions  of  the 
Affordable  Care  Act  that  we  proposed  to 
implement  in  the  CY  2011  OPPS/ASC 
proposed  rule  and  that  we  are  finalizing 
in  this  final  rule  with  comment  period. 
We  note  that,  due  to  the  timing  of  the 
passage  of  the  legislation,  we  were 
unable  to  address  some  of  the 
provisions  of  the  Affordable  Care  Act 
that  affected  the  IPPS  and  the  LTCH  PPS 
in  the  FY  2011  IPPS/LTCH  PPS 


proposed  rule  published  in  the  Federal 
Register  on  May  4,  2010.  Therefore,  we 
also  included  some  proposals  to 
implement  certain  provisions  relating  to 
the  IPPS  and  LTCH  PPS  in  the  CY  2011 
OPPS/ASC  proposed  rule  and  are 
finalizing  them  in  this  final  rule.  In 
addition,  we  noted  in  the  CY  2011 
OPPS/ASC  proposed  rule  that  we  had 
issued  or  planned  to  issue  separate 
documents  in  the  Federal  Register 
addressing  other  provisions  of  the 
Affordable  Care  Act  (75  FR  30756  and 
75  FR  31118). 

•  Section  1301  of  the  Affordable  Care 
Act  amended  sections  1861(ff)(3))(A) 
and  (B)  of  the  Act  to  establish  new 
additional  requirements  for  CMHCs 
applicable  to  items  or  services  furnished 
to  Medicare  beneficiaries  on  or  after  the 
first  day  of  the  first  calendar  quarter  that 
begins  at  least  12  months  after  the  date 
of  enactment  of  Public  Law  111-152 
(that  is,  beginning  April  1,  2011).  The 
new  requirements  specify  that  a  CMHC 
provide  at  least  40  percent  of  its  services 
to  individuals  who  are  not  eligible  for 
Medicare  benefits  under  Title  XVIII  of 
the  Act  and  that  a  partial  hospitalization 
program  must  be  a  distinct  and 
organized  intensive  ambulatory 
treatment  service  offering  less  than  24- 
hour  daily  care  “other  than  an 
individual’s  home  or  in  an  inpatient  or 
residential  setting.”  This  provision  is 
addressed  in  section  X.  of  this  final  rule 
with  comment  period. 

•  Section  3121(a)  of  the  Affordable 
Care  Act  amended  section 
1833(t)(7)(D)(i)  of  the  Act  to  extend  hold 
harmless  payment  adjustments  (called 
transitional  corridor  payments  or 
transitional  outpatient  payments 
(TOPS))  to  rural  hospitals  with  100  or 
fewer  beds  and  that  are  not  sole 
community  hospitals  for  covered  OPD 
services  furnished  on  or  after  January  1 , 
2006  and  before  January  1,  2011. 

Section  3121(b)  amended  section 
1833(t)(7)(D)(i)(ni)  of  the  Act  to  provide 
that,  for  SCHs,  in  the  case  of  covered 
OPD  services  furnished  on  or  after 
January  1,  2010,  and  before  January  1, 
2011,  the  hold  harmless  TOPS 
provisions  shall  be  applied  without 
regard  to  the  100-bed  limitation.  These 
provisions  are  addressed  in  section  II.E. 
of  this  final  rule  with  comment  period. 

•  Section  3138  of  the  Affordaole  Care 
Act  amended  section  1833(t)  of  the  Act 
to  direct  the  Secretary  to  conduct  a 
study  to  determine  if  costs  incurred  by 
cancer  hospitals  (described  in  section 
1886(d)(l)(B)(v)  of  the  Act)  for 
outpatient  hospital  Services  with  respect 
to  APC  groups  exceed  those  costs 
incurred  by  other  hospitals  furnishing 
these  services.  In  so  far  as  the  Secretary 
determines  that  such  costs  exceed  those 


71808  Federal  Register / Vol.  75,  No.  226 / Wednesday,  November  24,  2010 /Rules  and  Regulations 


costs  incurred  by  other  hospitals,  the 
Secretary  shall  provide  for  an 
appropriate  adjustment  under  the 
authority  of  section  1833(t)(2)(E)  to 
reflect  those  higher  costs  effective  for 
services  furnished  on  or  after  January  1, 
2011.  This  provision  is  addressed  in 
section  II.F.  of  this  final  rule  with 
comment  period. 

•  Section  340 l(i)  of  the  Affordable 
Care  Act  amended  section  1833(t)(3)  of 
the  Act  by,  among  other  things,  adding 
new  paragraphs  (C)(iv)(F)  and  (G)  to 
reduce  the  OPD  fee  schedule  increase 
factor  by  a  productivity  adjustment  and 
an  additional  adjustment  for  payments 
to  hospital  OPDs  beginning  in  various 
years  from  CY  2010  through  CY  2019  as 
applicable.  These  hospital  OPD 
provisions  are  addressed  in  section 
II.B.l.  of  this  final  rule  with  comment 
period.  Section  3401  (k)  of  the 
Affordable  Care  Act  amended  section 
1833(i)(2)(D)  of  the  Act  by  redesignating 
clause  (v)  as  clause  (iv)  and  adding  a 
new  clause  (v)  to  provide  for  a  similar 
productivity  adjustment  for  payment  for 
ASC  services.  This  ASC  provision  is 
addressed  in  section  XV.H.2.b.  of  this 
final  rule  with  comment  period. 

•  Section  4103(a)  of  the  Affordable 

Care  Act  amended  section  1861{s)(2)  of 
the  Act  by  adding  a  new  subsection  (FF) 
to  provide  Medicare  .coverage  of 
“personalized  prevention  plan  services,” 
beginning  January  1,  2011.  Section 
4103(b)  of  the  Affordable  Care  Act 
amended  section  1861  of  the  Act  by 
adding  a  new  subsection  (hhh)  to  define 
“personalized  prevention  plan  services” 
(also  cited  as  the  “annual  wellness 
visit”).  Section  4103(c)  of  the  Affordable 
Care  Act  excludes  the  annual  wellness 
visit  from  payment  under  the  OPPS  and 
provides  for  the  elimination  of  .  » 

beneficiary  coinsurance  requirements 
for  certain  preventive  services  in 
outpatient  hospital  settings  and  for 
waiver  of  application  of  the  deductible 
for  these  services.  These  provisions  are 
addressed  in  section  XII. B.  of  this  final 
rule  with  comment  period. 

•  Section  4104(a)  of  the  Affordable 
Care  Act  amended  section  1861(ddd)  of 
the  Act  to  define  “preventive  services” 
under  Medicare  to  include  screening 
and  prev'entive  services  described  under 
subsection  (ww)(2)  of  the  Act  (other 
than  services  under  subparagraph  (M)); 
an  initial  preventive  physical 
examination  as  defined  in  subsection 
(ww)  of  the  Act;  and  personalized 
prevention  plan  services  as  defined  in 
subsection  (hhh)(l)  of  the  Act.  Sections 
4104(b)  and  10406  of  the  Affordable 
Care  Act  amended  section  1833(a)(1)  of 
the  Act,  as  amended  by  section 
4103(c)(1)  of  the  Affordable  Care  Act,  to 
provide  for  the  elimination  of 


coinsurance  for  preventive  services,  and 
section  4104(c)  amended  section 
1833(b)  of  the  Act  to  provide  for  the 
waiver  of  the  application  of  the 
deductible  for  both  preventive  services 
and,  specifically,  for  colorectal  cancer 
screening  tests  that  become  diagnostic 
and  any  related  services  performed  with 
that  diagnostic  colorectal  cancer 
screening  test  performed  in  the  same 
clinical  encounter,  effective  for  items 
and  services  furnished  on  or  after 
January  1,  2011.  These  provisions  are 
addressed  in  section  XII.B.  of  this  final 
rule  with  comment  period. 

•  Sections  5503,  5504,  5505,  and 
5506  of  the  Affordable  Care  Act  made  a 
number  of  changes  to  various  sections  of 
the  Act  relating  to  payment  for  direct 
GME  and  IME  costs  to  hospitals. 

(1)  Section  5503  amended  the  Act  to 
add  a  provision  to  redistribute  medical 
residency  positions  that  have  been 
unfilled  during  a  prior  cost  reporting 
period  to  other  hospitals  and  to  direct 
slots  for  training  primary  care 
physicians,  effective  for  portions  of  cost 
reporting  periods  occurring  on  or  after 
July  1,  2011. 

(2)  Section  5504  amended  sections 
1886(h)(4)(E)  and  1886(d)(5)(B)(iv)  of 
the  Act  to  allow  any  time  spent  by 
residents  training  in  a  nonprovider 
setting  to  count  toward  direct  GME  and 
IME  costs  if  the  hospital  incurs  the  costs 
of  residents’  salaries  and  fringe  benefits, 
effective  for  cost  reporting  periods 
beginning  on  or  after  July  1,  2010,  for 
direct  GME,  and  for  discharges 
occurring  on  or  after  July  1,  2010,  for 
IME. 

(3)  Section  5505  amended  section 
1886(h)  and  section  1886(d)(5)(B)  of  the 
Act  to  add  a  provision  to  allow  hospitals 
to  count  resident  time  spent  in  certain 
non-patient  care  activities  while 
training  in  certain  nonprovider  settings 
for  direct  GME  purposes,  effective  for 
cost  reporting  periods  beginning  on  or 
after  July  1,  2009;  to  allow  hospitals  to 
count  resident  time  spent  in  certain 
non-patient  care  activities  while 
training  in  certain  hospital  settings  for 
IME  purposes  for  cost  reporting  periods 
beginning  on  or  after  January  1,  1983; 
and  to  prohibit  the  counting  of  time 
spent  by  residents  in  research  not 
associated  with  the  treatment  or 
diagnosis  of  a  particular  patient  for  IME 
purposes  effective  October  1,  2001  (with 
certain  limitations). 

(4)  Section  5506  amended  section 
1886(h)(4)(H)  and  section 
1886(d){5)(B)(iv)  of  the  Act  to  add  a 
provision  to  allow,  for  the  redistribution 
to  other  hospitals  in  the  same  or 
contiguous  areas  of  FTE  resident 
positions  from  a  hospital  that  closes  (on 


or  after  the  date  that  is  2  years  before  the 
date  of  enactment  of  Pub.  L.  111-148). 

These  provisions  are  addressed  in 
section  XXL  of  this  document. 

•  Section  6001  of  the  Affordable  Care 
Act  amended  section  1877  of  the  Act  to 
add  provisions  under  new  subsection  (i) 
relating  to  the  prohibition  against 
referrals  to  a  hospital  by  a  physician 
who  has  an  ownership  or  investment 
interest  in  the  hospital.  This  provision 
is  addressed  in  section  XXII.  of  this 
document. 

•  Section  10324(b)  of  the  Affordable 
Care  Act  amended  section  1833(t)  of  the 
Act  by  adding  a  new  subsection  (19)  to 
provide  for  a  floor  on  the  area  wage 
adjustment  factor  for  hospital  outpatient 
department  services  furnished  on  or 
after  January  1,  2011,  in  a  State  in  which 
at  least  50  percent  of  the  counties  in  the 
State  are  frontier  counties,  that  is,  a 
county  in  which  the  population  per 
square  mile  is  less  than  6.  This 
provision  is  addressed  in  section  II.C.  of 
this  document. 

E.  Advisory  Panel  on  Ambulatory 
Payment  Classification  (APC)  Groups 

1.  Authority  of  the  Advisory  Panel  on 
Ambulatory  Payment  Classification 
(APC)  Groups  (the  APC  Panel) 

Section  1833(t)(9)(A)  of  the  Act,  as 
amended  by  section  201(h)  of  Public 
Law  106— 113,  and  redesignated  by 
section  202(a)(2)  of  Public  Law  106-113, 
requires  that  we  consult  with  an  outside 
panel  of  experts  to  review  the  clinical 
integrity  of  the  payment  groups  and 
their  weights  under  the  OPPS.  The  Act 
further  specifies  that  the  panel  will  act 
in  an  advisory  capacity.  The  APC  Panel, 
discussed  under  section  I.E.2.  of  this 
final  rule  with  comment  period,  fulfills 
these  requirements.  The  APC  Panel  is 
not  restricted  to  using  data  compiled  by 
CMS,  and  it  may  use  data  collected  or 
developed  by  organizations  outside  the 
Department  in  conducting  its  review. 

2.  Establishment  of  the  APC  Panel 

On  November  21,  2000,  the  Secretary 
signed  the  initial  charter  establishing 
the  APC  Panel.  This  expert  panel,  which 
may  be  composed  of  up  to  15 
representatives  of  providers  (currently 
employed  full-time,  not  as  consultants, 
in  their  respective  areas  of  expertise) 
subject  to  the  OPPS,  reviews  clinical 
data  and  advises  CMS  about  the  clinical 
integrity  of  the  APC  groups  and  their 
payment  weights.  The  APC  Panel  is 
technical  in  nature,  and  it  is  governed 
by  the  provisions  of  the  Federal 
Advisory  Committee  Act  (FACA).  Since 
its  initial  chartering,  the  Secretary  has 
renewed  the  APC  Panel’s  charter  four 
times:  On  November  1,  2002;  on 
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November  1,  2004;  on  November  21, 

2006;  and  on  November  2,  2008.  (We 
note  that  the  charter  is  scheduled  to  be 
renewed  on  or  before  November  21, 

2010.)  The  current  charter  specifies, 
among  other  requirements,  that:  The 
APC  Panel  continues  to  be  technical  in 
nature;  is  governed  by  the  provisions  of 
the  FAC  A;  may  convene  up  to  three 
meetings  per  year;  has  a  Designated 
Federal  Official  (DFO);  and  is  chaired  by 
a  Federal  official  designated  by  the 
Secretary. 

The  current  APC  Panel  membership 
and  other  information  pertaining  to  the 
APC  Panel,  including  its  charter. 

Federal  Register  notices,  membership, 
meeting  dates,  agenda  topics,  and 
meeting  reports,  can  he  viewed  on  the 
CMS  Web  site  at:  http:// 
www.cms.hhs.gov/FACA/05_Advisory 
PanelonAmbulatory 
PaymentClassificationGroups. 
aspttTopOfPage. 

3.  APC  Panel  Meetings  and 
Organizational  Structure 

The  APC  Panel  first  met  on  February 
27  through  March  1,  2001.  Since  the 
initial  meeting,  the  APC  Panel  has  held 
18  meetings,  with  the  last  meeting 
taking  place  on  August  23-24,  2010. 

Prior  to  each  meeting,  we  publish  a 
notice  in  the  Federal  Register  to 
announce  the  meeting  and,  when 
necessary,  to  solicit  nominations  for 
APC  Panel  membership  and  to 
announce  new  members. 

The  APC  Panel  has  established  an 
operational  structure  that,  in  part, 
includes  the  use  of  three  subcommittees 
to  facilitate  its  required  APC  review 
process.  The  three  current 
subcommittees  are  the  Data 
Subcommittee,  the  Visits  and 
Observation  Subcommittee,  and  the 
Subcommittee  for  APC  Groups  and 
Status  Indicator  (SI)  Assignments 
(previously  known  as  the  Packaging 
Subcommittee). 

The  Data  Subcommittee  is  responsible 
for  studying  the  data  issues  confronting 
the  APC  Panel  and  for  recommending 
options  for  resolving  them.  The  Visits 
and  Observation  Subcommittee  reviews 
and  makes  recommendations  to  the  APC 
Panel  on  all  technical  issues  pertaining 
to  observation  services  and  hospital 
outpatient  visits  paid  under  the  OPPS 
(for  example,  APC  configurations  and 
APC  payment  weights).  The 
Subcommittee  for  APC  Groups  and  SI 
Assignments  advises  the  Panel  on  the 
following  issues:  The  appropriate  Sis  to 
be  assigned  to  HCPCS  codes,  including 
but  not  limited  to  whether  a  HCPCS 
code  or  a  category  of  codes  should  be 
packaged  or  separately  paid;  and  the 
appropriate  APCs  to  be  assigned  to 


HCPCS  codes  regarding  services  for 
which  separate  payment  is  made. 

Each  of  these  subcommittees  was 
established  by  a  majority  vote  from  the 
full  APC  Panel  during  a  scheduled  APC 
Panel  meeting,  and  the  APC  Panel 
recommended  that  the  subcommittees 
continue  at  the  August  2010  APC  Panel 
meeting.  We  accept  those 
recommendations  of  the  APC  Panel.  All 
subcommittee  recommendations  are 
discussed  and  voted  upon  by  the  full 
APC  Panel. 

Discussions  of  the  other 
recommendations  made  by  the  APC 
Panel  at  the  February  and  August  2010 
meetings  are  included  in  the  sections  of 
this  final  rule  with  comment  period  that 
are  specific  to  each  recommendation. 

For  discussions  of  earlier  APC  Panel 
meetings  and  recommendations,  we 
refer  readers  to  previously  published 
hospital  OPPS/ASC  proposed  and  final 
rules,  the  CMS  Web  site  mentioned 
earlier  in  this  section,  and  the  FACA 
database  at:  http://fido.gov/ 
facadatabase/public.asp. 

F.  Summary  of  the  Major  Contents  of  the 
CY  201 1  OPS/ASC  Proposed  Rule 

A  proposed  rule  appeared  in  the 
August  3,  2010  Federal  Register  (75  FR 
46170)  that  set  forth  proposed  changes 
to  the  Medicare  hospital  OPPS  and  the 
revised  Medicare  ASC  payment  system 
for  CY  2011  to  implement  statutory 
requirements  and  changes  arising  from 
our  continuing  experience  with  the 
system  and  to  implement  certain 
provisions  of  Public  Law  111-148,  as 
amended  by  Public  Law  111-152 
(collectively  known  as  the  Affordable 
Care  Act).  We  proposed  quality 
measures  for  the  Hospital  Outpatient 
Quality  Data  Reporting  Program  (HOP 
QDRP)  for  reporting  quality  data  for 
annual  payment  rate  updates  for  CY 
2012  and  subsequent  calendar  years,  the 
proposed  requirements  for  data 
collection  and  submission  for  the 
annual  payment  update,  and  a  proposed 
reduction  in  the  OPPS  payment  for 
hospitals  that  fail  to  meet  the  HOP 
QDRP  requirements  for  the  CY  2011 
payment  update,  in  accordance  with  the 
statutory  requirement.  We  also  proposed 
changes  to  implement  provisions  of  the 
Affordable  Care  Act  relating  to 
payments  to  hospitals  for  direct  GME 
and  IME  costs  and  the  rules  relating  to 
physician  self-referrals  to  hospitals  in 
which  they  have  an  ownership  or 
investment  interest.  In  addition,  we  set 
forth  proposals  affecting  certain 
payments  under  the  Medicare  IPPS.  The 
following  is  a  summary  of  the  major 
changes  that  we  proposed  to  make: 


1.  Updates  Affecting  OPPS  Payments 

In  section  II.  of  the  proposed  rule,  we 
set  forth — 

•  The  methodology  used  to 
recalibrate  the  proposed  APC  relative 
payment  weights. 

•  The  proposed  changes  to  packaged 
services. 

•  The  proposed  update  to  the 
conversion  factor  used  to  determine 
payment  rates  under  the  OPPS.  In  this 
section,  we  proposed  changes  in  the 
amounts  and  factors  for  calculating  the 
full  annual  update  increase  to  the 
.conversion  factor. 

•  The  proposed  retention  of  our 
current  policy  to  use  the  IPPS  wage 
indices  to  adjust,  for  geographic  wage 
differences,  the  portion  of  the  OPPS 
payment  rate  and  the  copayment 
standardized  amount  attributable  to 
labor-related  cost.  This  proposal 
addressed  the  provisions  of  section 
10324  of  the  Affordable  Care  Act 
relating  to  the  establishment  of  a  floor 
for  the  area  wage  adjustment  factor  for 
OPD  services  furnished  in  frontier 
States. 

•  The  proposed  update  of  statewide 
average  default  CCRs. 

•  The  proposed  application  of  hold 
harmless  transitional  outpatient 
payments  (TOPs)  for  certain  small  rural 
hospitals,  extended  by  section  3121  of 
the  Affordable  Care  Act. 

•  The  proposed  payment  adjustment 
for  rural  SCH?. 

•  The  proposed  calculation  of  the 
hospital  outpatient  outlier  payment. 

•  The  calculation  of  the  proposed 
national  unadjusted  Medicare  OPPS 
payment. 

•  The  proposed  beneficiary 
copayments  for  OPPS  services. 

2.  OPPS  Ambulatory  Payment 
Classification  (APC)  Group  Policies 

In  section  III.  of  the  proposed  rule,  we 
discussed — 

•  The  proposed  additions  of  new 
HCPCS  codes  to  APCs. 

•  The  proposed  establishment  of  a 
number  of  new  APCs. 

•  Our  analyses  of  Medicare  claims 
data  and  certain  recommendations  of 
the  APC  Panel. 

•  The  application  of  the  2  times  rule 
and  proposed  exceptions  to  it. 

•  The  proposed  changes  to  specific 
APCs. 

•  The  proposed  movement  of 
procedures  from  New  Technology  APCs 
to  clinical  APCs. 

3.  OPPS  Payment  for  Devices 

In  section  IV.  of  the  proposed  rule,  we 
discussed  the  proposed  pass-through 
payment  for  specific  categories  of 
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devices  and  the  proposed  adjustment  for 
devices  furnished  at  no  cost  or  w^ith 
partial  or  full  credit. 

4.  OPPS  Payment  Changes  for  Drugs, 
Biologicals,  and  Radiopharmaceuticals 

In  section  V.  of  the  proposed  rule,  we 
discussed  the  proposed  CY  2011  OPPS 
payment  for  drugs,  biologicals,  and 
radiopharmaceuticals,  including  the 
proposed  payment  for  drugs, 
biologicals,  and  radiopharmaceuticals 
with  and  without  pass-through  status. 

5.  Estimate  of  OPPS  Transitional  Pass- 
Through  Spending  for  Drugs, 

Biologicals,  Radiopharmaceuticals,  and 
Devices 

In  section  VI.  of  the  proposed  rule,  we 
discussed  the  estimate  of  CY  2011  OPPS 
transitional  pass-through  spending  for 
drugs,  biologicals,  and  devices. 

6.  OPPS  Payment  for  Brachytherapy 
Sources 

In  section  VII.  of  the  proposed  rule, 
we  discussed  our  proposal  for  payment 
for  brachytherapy  sources. 

7.  OPPS  Payment  for  Drug 
Administration  Services 

In  section  VIII.  of  the  proposed  rule, 
we  set  forth  our  proposed  policy 
concerning  coding  and  payment  for 
drug  administration  services. 

8.  OPPS  Payment  for  Hospital 
Outpatient  Visits 

In  section  IX.  of  the  proposed  rule,  we 
set  forth  our  proposed  policies  for  the 
payment  of  clinic  and  emergency 
department  visits  and  critical  care 
services  based  on  claims  data. 

9.  Payment  for  Partial  Hospitalization 
Services 

In  section  X.  of  the  proposed  rule,  we 
set  forth  our  proposed  payment  for 
partial  hospitalization  services, 
including  the  proposed  separate 
threshold  for  outlier  payments  for 
CMHCs.  We  also  set  forth  our  proposals 
to  implement  the  new  requirements  for 
CMHCs  established  by  section  1301  of 
the  Affordable  Care  Act. 

10.  Procedures  That  Would  Be  Paid 
Only  as  Inpatient  Procedures 

In  section  XI.  of  the  proposed  rule,  we 
discussed  the  procedures  that  we 
proposed  to  remove  from  the  inpatient 
list  and  assign  to  APCs  for  payment 
under  the  OPPS. 

11.  OPPS  Nonrecurring  Technical  and 
Policy  Changes  and  Clarifications 

In  section  XII.  of  the  proposed  rule, 
we  discussed  nonrecurring  technical 
issues  and  proposed  policy  changes 


relating  to  physician  supervision  of  OPD 
services  in  hospitals,  including  CAHs. 

We  also  proposed  to  implement  the 
provisions  of  sections  4103  and  4104  of 
the  Affordable  Care  Act  relating  to 
payment  for  preventive  services, 
including  personalized  prevention  plan 
services,  and  the  waiver  of  beneficiary 
coinsurance  and  deductibles. 

12.  OPPS  Payment  Status  and  Comment 
Indicators 

In  section  XIII.  of  the  proposed  rule, 
we  discussed  our  proposed  changes  to 
the  definitions  of  status  indicators 
assigned  to  APCs  and  present  our 
proposed  comment  indicators. 

13.  OPPS  Policy  and  Payment 
Recommendations 

In  section  XIV.  of  the  proposed  rule, 
we  addressed  recommendations  made 
by  the  Medicare  Payment  Advisory 
Commission  (MedPAC)  in  its  March 
2010  report  to  Congress,  by  the  Office  of 
Inspector  General  (OIG),  arid  by  the  APC 
Panel  regarding  the  OPPS  for  CY  2011. 

14.  Updates  to  the  Ambulatory  Surgical 
Center  (ASC)  Payment  System 

In  section  XV.  of  the  proposed  rule, 
we  discussed  the  proposed  updates  of 
the  revised  ASC  payment  system  and 
payment  rates  for  CY  2011. 

15.  Reporting  Quality  Data  for  Annual 
Payment  Rate  Updates 

In  section  XVI.  of  the  proposed  rule, 
we  discussed  the  proposed  quality 
measures  for  reporting  hospital 
outpatient  (HOP)  quality  data  for  the 
cmnual  payment  update  factor  for  CY 
2012  and  subsequent  calendar  years;  set 
forth  the  requirements  for  data 
collection  and  submission  for  the 
annual  payment  update;  and  discussed 
the  reduction  in  the  OPPS  payment  for 
hospitals  that  fail  to  meet  the  HOP 
Quality  Data  Reporting  Program  (QDRP) 
requirements  forCY  2011. 

16.  Payments  to  Hospitals  for  Direct 
GME  and  IME  Costs 

In  section  XVII.  of  the  proposed  rule, 
we  discussed  our  proposed 
implementation  of  the  provisions  of 
section  5503,  5504,  5505,  and  5506  of 
the  Affordable  Care  Act  relating  to 
redistribution  of  FTE  resident  slots  of 
closed  hospitals  and  policy  changes  for 
the  counting  of  FTE  residents  in 
determining  payments  to  hospitals  for 
direct  GME  and  IME  costs. 

17.  Physician  Self-Referrals  to  Hospitals 

In  section  XVIII.  of  the  proposed  rule, 
we  discussed  our  proposal  to  implement 
the  changes  made  by  section  6001  of  the 
Affordable  Gare  Act  relating  to  the  rules 


governing  the  prohibition  on  referrals  to 
a  hospital  by  a  physician  who  has  an 
ownership  or  investment  interest  in  the 
hospital. 

18.  Regulatory  Impact  Analysis 

In  section  XXII.  of  the  proposed  rule, 
we  set  forth  an  analysis  of  the  impact 
that  the  proposed  changes  would  have 
on  affected  entities  and  beneficiaries. 

G.  Public  Comments  Received  in 
Response  to  the  CY  201 1  OPPS/ ASC 
Proposed  Rule 

We  received  approximately  774 
timely  pieces  of  correspondence 
containing  multiple  comments  on  the 
GY  2011  OPPS/ ASC  proposed  rule  that 
appeared  in  the  Federal  Register  on 
August  3,  2010.  We  note  that  we 
received  some  public  comments  that 
were  outside  the  scope  of  the  CY  2011 
OPPS/ASC  proposed  rule.  These  public 
comments  are  not  addressed  in  this  CY 
2011  OPPS/ASC  final  rule  with 
comment  period.  Summaries  of  the 
public  comments  that  are  within  the 
scope  of  the  proposals  and  our 
responses  to  those  public  comments  are 
set  forth  in  the  various  sections  of  this 
final  rule  with  comment  period  under 
the  appropriate  headings. 

H.  Public  Comments  Received  on  the 
November  20,  2009  OPPS/ASC  Final 
Rule  With  Comment  Period 

We  received  approximately  18  timely 
pieces  of  correspondence  on  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  that  appeared  in  the 
Federal  Register  on  November  20,  2009 
(74  FR  60316),  some  of  which  contained 
multiple  comments  on  the  interim  APC 
assignments  and/or  status  indicators  of 
HCPCS  codes  identified  with  comment 
indicator  “NI”  in  Addendum  B  to  that 
final  rule  with  comment  period. 
Summaries  of  those  public  comments 
on  topics  open  to  comment  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  and  our  responses  to 
them  are  set  forth  in  the  various  sections 
of  this  final  rule  with  comment  period 
under  the  appropriate  headings. 

I.  Interim  Final  Rule  on  Certified 
Registered  Nurse  Anesthetist  (CRNA] 
Services  Furnished  in  Rural  Hospitals 
and  Critical  Access  Hospitals 

Under  section  XXIII.  of  this 
document,  we  set  forth  an  interim  final 
rule  with  comment  period  that  changes 
the  effective  date  for  otherwise  eligible 
hospitals  and  CAHs  that  have  been 
reclassified  from  urban  to  rural  status 
under  section  1886(d)(8)(E)  of  the  Act 
and  42  CFR  412.103  to  receive 
reasonable  cost  payments  for  anesthesia 
services  and  related  care  furnished  by 
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nonphysician  anesthetists,  from  cost 
reporting  periods  beginning  on  or  after 
October  1,  2010,  to  December  2,  2010. 

II.  Updates  Affecting  OPPS  Payments 

A.  Recalibration  of  APC  Relative 
Weights 

1.  Database  Construction 
a.  Database  Source  and  Methodology 

Section  1833(t)(9)(A)  of  the  Act 
requires  that  the  Secretary  review  and 
revise  the  relative  payment  weights  for 
APCs  at  least  annually.  In  the  April  7, 
2000  OPPS  final  rule  with  comment 
period  (65  FR  18482),  we  explained  in 
detail  how  we  calculated  the  relative 
payment  weights  that  were 
implemented  on  August  1,  2000  for  each 
APC  group. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46179),  we  proposed  to  use 
for  CY  2011  the  same  basic  methodology 
that  we  described  in  the  November  20, 
2009  OPPS  final  rule  with  comment 
period  to  recalibrate  the  APC  relative 
payment  weights  for  services  furnished 
on  or  after  January  1,  2011,  and  before 
January  1,  2012  (CY  2011).  That  is,  we 
proposed  to  recalibrate  the  relative 
payment  weights  for  each  APC  based  on 
claims  and  cost  report  data  for  hospital 
outpatient  department  (HOPD)  services. 
We  proposed  to  use  the  most  recent 
available  data  to  construct  the  database 
for  calculating  APC  group  weights. 
Therefore,  for  the  purpose  of 
recalibrating  the  proposed  APC  relative 
payment  weights  for  CY  2011,  we  used 
approximately  133  million  final  action 
claims  for  hospital  outpatient 
department  services  furnished  on  or 
after  January  1,  2009,  and  before  January 
1,  2010.  For  this  final  rule  with 
comment  period,  for  the  purpose  of 
recalibrating  the  final  APC  relative 
payment  weights  for  CY  2011,  we  used 
approximately  145  million  final  action 
claims  for  hospital  outpatient 
department  services  furnished  on  or 
after  January  1,  2009,  and  before  January 
1,  2010,  based  on  more  recent  updated 
data.  (For  exact  counts  of  claims  used, 
we  refer ‘readers  to  the  claims 
accounting  narrative  under  supporting 
documentation  for  the  proposed  rule 
and  this  final  rule  with  comment  period 
on  the  CMS  Web  site  at:  http:// 
www.cms.gov/HospitalOutpatientPPS/ 
HORD/J 

Of  the  145  million  final  action  claims 
for  services  provided  in  hospital 
outpatient  settings  used  to  calculate  the 
CY  2011  OPPS  payment  rates  for  this 
final  rule  with  comment  period, 
approximately  109  million  claims  were 
the  type  of  bill  potentially  appropriate 
for  use  in  setting  rates  for  OPPS  services 


(but  did  not  necessarily  contain  services 
payable  under  the  OPPS).  Of  the  109 
million  claims,  approximately  4  million 
claims  were  not  for  services  paid  under 
the  OPPS  or  were  excluded  as  not 
appropriate  for  use  (for  example, 
erroneous  cost-to-charge  ratios  (OCRs)  or 
no  HCPCS  codes  reported  on  the  claim). 
From  the  remaining  105  million  claims, 
we  created  approximately  103  million 
single  records,  of  which  approximately 
71  million  were  “pseudo”  single  or 
“single  session”  claims  (created  from  24 
million  multiple  procedure  claims  using 
the  process  we  discuss  later  in  this 
section).  Approximately  792,000  claims 
were  trimmed  out  on  cost  or  units  in 
excess  of  +/  -;  3  standard  deviations 
from  the  geometric  mean,  yielding 
approximately  102  million  single  bills 
for  median  setting.  As  described  in 
section  II.A.2.  of  this  final  rule  with 
comment  period,  our  data  development 
process  is  designed  with  the  goal  of 
using  appropriate  cost  information  in 
setting  the  APC  relative  weights.  The 
bypass  process  is  described  in  section 
II.A.l.b.  of  this  final  rule  with  comment 
period.  This  section  discusses  how  we 
develop  “pseudo”  single  procedure 
claims  (as  defined  below),  with  the 
intention  of  using  more  appropriate  data 
from  the  available  claims.  In  some  cases, 
the  bypass  process  allows  us  to  use 
some  portion  of  the  submitted  claim  for 
cost  estimation  purposes,  while  the 
remaining  information  on  the  claim 
continues  to  be  unusable.  Consistent 
with  the  goal  of  using  appropriate 
information  in  our  data  development 
process,  we  only  use  claims  (or  portions 
of  each  claim)  that  are  appropriate  for 
ratesetting  purposes.  Ultimately,  we 
were  able  to  use  for  CY  2011  ratesetting 
some  portion  of  approximately  95 
percent  of  the  CY  2009  claims 
containing  services  payable  under  the 
OPPS. 

The  final  APC  relative  weights  and 
payments  for  CY  2011  in  Addenda  A 
and  B  to  this  final  rule  with  comment 
period  were  calculated  using  claims 
from  CY  2009  that  were  processed 
before  July  1,  2010,  and  continue  to  be 
based  on  the  median  hospital  costs  for 
services  in  the  APC  groups.  We  selected 
claims  for  services  paid  under  the  OPPS 
and  matched  these  claims  to  the  mo.st 
recent  cost  report  filed  by  the  individual 
hospitals  represented  in  our  claims  data. 
We  continue  .to  believe  that  it  is 
appropriate  to  use  the  most  current  full 
calendar  year  claims  data  and  the  most 
recently  submitted  cost  reports  to 
calculate  the  median  costs 
underpinning  the  APC  relative  payment 
weights  and  the  CY  2011  payment  rates. 


b.  Use  of  Single  and  Multiple  Procedure 
Claims 

‘  For  CY  2011,  in  general,  we  proposed 
to  continue  to  use  single  procedure 
claims  to  set  the  medians  on  which  the 
APC  relative  payment  weights  would  be 
based,  with  some  exceptions  as 
discussed  below  in  this  section.  We 
generally  use  single  procedure  claims  to 
set  the  median  costs  for  APCs  because 
we  believe  that  the  OPPS  relative 
weights  on  which  payment  rates  are 
based  should  be  derived  from  the  costs 
of  furnishing  one  unit  of  one  procedure 
and  because,  in  many  circumstances,  we 
are  unable  to  ensure  that  packaged  costs 
can  be  appropriately  allocated  across 
multiple  procedures  performed  on  the 
same  date  of  service. 

We  agree  that,  optimally,  it  is 
desirable  to  use  the  data  from  as  many 
claims  as  possible  to  recalibrate  the  APC 
relative  payment  weights,  including 
those  claims  for  multiple  procedures.  As 
we  have  for  several  years,  we  continued 
to  use  date  of  service  stratification  and 
a  list  of  codes  to  be  bypassed  to  convert 
multiple  procedure  claims  to  “pseudo” 
single  procedure  claims.  Through 
bypassing  specified  codes  that  we 
believe  do  not  have  significant  packaged 
costs,  we  were  able  to  use  more  data 
from  multiple  procedure  claims.  In 
many  cases,  this  enabled  us  to  create 
multiple  “pseudo”  single  procedure 
claims  from  claims  that  were  submitted 
as  multiple  procedure  claims  spanning 
multiple  dates  of  service,  or  claims  that 
contained  numerous  separately  paid 
procedures  reported  on  the  same  date 
on  one  claim.  We  refer  to  these  newly 
created  single  procedure  claims  as 
“pseudo”  single  procedure  claims.  The 
history  of  our  use  of  a  bypass  list  to 
generate  “pseudo”  single  procedure 
claims  is  well  documented,  most 
recently  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR  60324 
through  60342).  In  addition,  for  CY 
2008,  we  increased  packaging  and 
created  the  first  composite  APCs.  We 
have  continued  our  packaging  policies 
and  the  creation  of  composite  APCs  for 
CY  2009  and  2010,  and  we  proposed  to 
continue  them  for  CY  2011.  This  also 
increased  the  number  of  bills  that  we 
were  able  to  use  for  median  calculation 
by  enabling  us  to  use  claims  that 
contained  multiple  major  procedures 
that  previously  would  not  have  been 
usable.  Further,  for  CY  2009,  we 
expanded  the  composite  APC  model  to 
one  additional  clinical  area,  multiple 
imaging  services  (73  FR  68559  through 
68569),  which  also  increased  the 
number  of  bills  we  were  able  to  use  to 
calculate  APC  median  costs.  We  have 
continued  the  composite  APCs  for 
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multiple  imaging  services  for  CY  2010, 
and  we  proposed  to  continue  to  create 
them  for  CY  2011.  We  refer  readers  to 
section  II.A.2.e.  of  the  proposed  rule 
and  this  final  rule  with  comment  period 
for  discussion  of  the  use  of  claims  to 
establish  median  costs  for  composite 
APCs. 

We  proposed  to  continue  to  apply 
these  processes  to  enable  us  to  use  as 
much  claims  data  as  possible  for 
ratesetting  for  the  CY  2011  OPPS.  This 
methodology  enabled  us  to  create,  for 
the  proposed  rule,  approximately  64 
million  “pseudo”  single  procedure 
claims,  including  multiple  imaging 
composite  “single  session”  bills  (we 
refer  readers  to  section  II.A.2.e.{5)  of  the 
proposed  rule  for  further  discussion),  to 
add  to  the  approximately  31  million 
“natural”  single  procedure  claims.  For 
the  proposed  rule,  “pseudo”  single 
procedure  and  “single  session” 
procedure  bills  represented 
approximately  67  percent  of  all  single 
procedure  bills  used  to  calculate  median 
costs. 

For  CY  2011,  we  proposed  to  bypass 
448  HCPCS  codes  for  CY  2011  that  were 
identified  in  Table  1  of  the  proposed 
rule.  Since  the  inception  of  the  bypass 
list,  which  is  the  list  of  codes  to  be 
bypassed  to  convert  multiple  procedure 
claims  to  “pseudo”  single  procedure 
claims,  we  have  calculated  the  percent 
of  “natural”  single  bills  that  contained 
packaging  for  each  HCPCS  code  and  the 
amount  of  packaging  on  each  “natural” 
single  bill  for  each  code.  Each  year,  we 
generally  retain  the  codes  on  the 
previous  year’s  bypass  list  amd  use  the 
update  year’s  data  (for  CY  2011,  data 
available  for  the  February  2010  APC 
Panel  meeting  from  CY  2009  claims 
processed  through  September  30,  2009, 
and  CY  2008  claims  data  processed 
through  June  30,  2009,  used  to  model 
the  payment  rates  for  CY  2010)  to 
determine  whether  it  would  be 
appropriate  to  propose  to  add  additional 
codes  to  the  previous  year’s  bypass  list. 
For  CY  2011,  we  proposed  to  continue 
to  bypass  all  of  the  HCPCS  codes  on  the 
CY  2010  OPPS  bypass  list.  We  updated 
HCPCS  codes  on  the  CY  2010  bypass  list 
that  were  mapped  to  new  HCPCS  codes 
for  CY  2011  ratesetting  by  adding  the 
new  replacement  codes  and  also 
removing  the  deleted  codes,  which  were 
listed  in  Table  2  of  the  proposed  rule. 
None  of  these  deleted  codes  were 
“overlap  bypass  codes”  (those  HCPCS 
codes  that  are  both  on  the  bypass  list 
and  are  members  of  the  multiple 
imaging  composite  APCs).  We  also 
proposed  to  add  to  the  bypass  list  for  CY 
2011  all  HCPCS  codes  not  on  the  CY 
2010  bypass  list  that,  using  both  CY 
2010  final  rule  data  (CY  2008  claims) 


and  February  2010  APC  Panel  data  (first 
9  months  of  CY  2009  claims),  met  the 
same  previously  established  empirical 
criteria  for  the  bypass  list  that  are 
summarized  below.  The  entire  list 
proposed  for  CY  2011  (including  the 
codes  that  remain  on  the  bypass  list 
from  prior  years)  was  open  to  public 
comment.  Because  we  must  make  some 
assumptions  about  packaging  in  the 
multiple  procedure  claims  in  order  to 
assess  a  HCPCS  code  for  addition  to  the 
bypass  list,  we  assumed  that  the 
representation  of  packaging  on  “natural” 
single  procedure  claims  for  any  given 
code  is  comparable  to  packaging  for  that 
code  in  the  multiple  procedure  claims. 
The  proposed  criteria  for  the  bypass  list 
were: 

•  There  are  100  or  more  “natural” 
single  procedure  claims  for  the  code. 
This  number  of  single  procedure  claims 
ensures  that  observed  outcomes  are 
sufficiently  representative  of  packaging 
that  might  occur  in  the  multiple  claims. 

•  Five  percent  or  fewer  of  the 
“natural”  single  procedure  claims  for  the 
code  have  packaged  costs  on  that  single 
procedure  claim  for  the  code.  This 
criterion  results  in  limiting  the  amount 
of  packaging  being  redistributed  to  the 
separately  payable  procedures 
remaining  on  the  claim  after  the  bypass 
code  is  removed  and  ensures  that  the 
costs  associated  with  the  bypass  code 
represent  the  cost  of  the  bypassed 
service. 

•  The  median  cost  of  packaging 

observed  in  the  “natural”  single 
procedure  claims  is  equal  to  or  less  than 
$50.  This  criterion  also  limits  the 
amount  of  error  in  redistributed  CQSts.  * 
Throughout  the  bypass  process,  we  do 
not  know  the  dollar  value  of  the 
packaged  cost  that  should  be 
appropriately  attributed  to  the  other 
procedures  on  the  claim.  Ensuring  that 
redistributed  costs  associated  with  a 
bypass  code  are  small  in  amount  and 
volume  protects  the  validity  of  cost 
estimates  for  low  cost  services  billed 
with  the  bypassed  service.  ■ : 

In  response  to  comments  to  the  CY 

2010  OPPS/ASC  proposed  rule 
requesting  that  the  packaged  cost 
threshold  be  updated,  we  noted  that  we 
would  consider  whether  it  would  be 
appropriate  to  update  the  $50  packaged 
cost  threshold  for  inflation  when 
examining  potential  bypass,  list 
additions  (74  FR  60328).  For  the  CY 

2011  OPPS,  based  on  CY  2009  claims 
data,  we  proposed  to  apply. the  final 
market  basket  of  3.6  percent  published 
in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  26584)  to 
the  $50  packaged  cost  threshold  used  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60325)  that  we 


initially  established  in  the  CY  2005 
OPPS  final  rule  based  on  our  analysis  of 
the  data  (69  FR  65731),  rounded  to  the 
nearest  $5  increment.  This  calculation 
led  us  to  a  proposed  packaged  cost 
threshold  for  bypass  list  additions  of 
$50  ($51.80  rounded  to  $50).  We  stated 
that  we  believe  that  applying  the  market 
basket  from  the  year  of  claims  data  to 
the  packaged  cost  threshold,  rounded  to 
the  nearest  $5  increment,  would 
appropriately  account  for  the  effects  of 
inflation  when  considering  additions  to 
the  bypass  list  because  the  market 
basket  increase  percentage  reflects  the 
extent  to  which  the  price  of  inputs  for 
hospital  services  has  increased 
compared  to  the  price  of  inputs  for 
hospital  services  in  the  prior  year.  As 
discussed  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60328),  the  real  value  of  this  packaged 
cost  threshold  criterion  has  declined 
due  to  inflation,  making  the  packaged 
cost  threshold  more  restrictive  over  time 
when  considering  additions  to  the 
bypass  list.  Therefore,  adjusting  the 
threshold  by  the  market  basket  would 
prevent  continuing  decline  in  the 
threshold’s  real  value.  The  dollar 
threshold  would  not  change  for  CY  2011 
under  this  proposed  policy,  because 
when  rounded  to  the  nearest  $5 
increment  after  adjustment  for  the 
market  basket  increase,  the  threshold 
would  for  CY  2011  remain  at  $50. 
Therefore,  we  did  not  propose  to  add 
any  additional  bypass  codes  for  CY  2011 
as  a  result  of  the  proposed  policy. 

•  The  code  is  not  a  code  for  an 
unlisted  service. 

In  addition,  we  proposed  to  continue 
to  include,  on  the  bypass  list,  HCPCS 
codes  that  CMS  medical  advisors 
believe  have  minimal  associated 
packaging  based  on  their  clinical 
assessment  of  the  complete  CY  2011 
OPPS  proposal.  Some  of  these  codes 
were  identified  by  CMS  medical 
advisors  and  some  were  identified  in 
prior  years  by  commenters  with 
specialized  Imowledge  of  the  packaging 
associated  with  specific  services.  We 
also  proposed  to  continue  to  include  on 
the  bypass  list  certain  HCPCS  codes  in 
order  to  purposefully  direct  the 
assignment  of  packaged  costs  to  a 
companion  code  where  services  alv/ays 
appear  together  and  where  there  would 
otherwise  be  few  single  procedure 
claims  available  for  ratesetting.  For 
example,  we  have  previously  discussed 
our  reasoning  for  adding  HCPCS  code 
G0390  (Trauma  response  team 
associated  with  hospital  critical  care 
service)  and  the  CPT  codes  for 
additional  hours  of  drug  administration 
to  the  bypass  list  (73  FR  68513  and  71 
FR  68117  through  68118). 
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As  a  result  of  the  multiple  imaging 
composite  APCs  that  we  established  in 
CY  2009,  the  program  logic  for  creating 
“pseudo”  single  procedure  claims  from 
bypassed  codes  that  are  also  members  of 
multiple  imaging  composite  APCs 
changed.  When  creating  the  set  of 
“pseudo”  single  procedure  claims, 
claims  that  contain  “overlap  bypass 
codes”  (those  HCPCS  codes  that  are  both 
on  the  bypass  list  and  are  members  of 
the  multiple  imaging  composite  APCs), 
were  identified  first.  These  HCPCS 
codes  were  then  processed  to  create 
multiple  imaging  composite  “single 
session”  bills,  that  is,  claims  containing 
HCPCS  codes  fi’om  only  one  imaging 
family,  thus  suppressing  the  initial  use 
of  these  codes  as  bypass  codes. 

However,  these  “overlap  bypass  codes” 
were  retained  on  the  bypass  list 
because,  at  the  end  of  the  “pseudo” 
single  processing  logic,  we  reassessed 
the  claims  without  suppression  of  the 
“overlap  bypass  codes”  under  our 
longstanding  “pseudo”  single  process  to 
determine  whether  we  could  convert 
additional  claims  to  “pseudo”  single 
procedure  claims.  (We  refer  readers  to 
section  II.A.2.b.  of  the  proposed  rule 
and  this  final  rule  with  comment  period 
for  further  discussion  of  the  treatment  of 
“overlap  bypass  codes.”)  This  process 
also  created  multiple  imaging  composite 
“single  session”  bills  that  could  be  used 
for  calculating  composite  APC  median 
costs.  “Overlap  bypass  codes”  that  are 
members  of  the  proposed  multiple 
imaging  composite  APCs  were 
identified  by  asterisks  (*)  in  Table  1  of 
the  proposed  rule. 

Table  1  published  in  the  CY  2011 
OPPS/ASC  proposed  rule  includes  the 
proposed  list  of  bypass  codes  for  CY 
2011.  As  noted  in  that  proposed  rule  (75 
FR  46181),  the  list  of  b5^ass  codes 
contained  codes  that  were  reported  on 
claims  for  services  in  CY  2009  and, 
therefore,  included  codes  that  were  in 
effect  in  2009  and  used  for  hilling  but 
were  deleted  for  CY  2010.  We  retained 
these  deleted  bypass  codes  on  the 
proposed  CY  2011  bypass  list  because 
these  codes  existed  in  CY  2009  and 
were  covered  OPD  services  in  that 
period.  Since  these  bypass  codes  were 
deleted  for  billing  in  CY  2010,  we  did 
not  need  to  retain  them  for  the  CY  2010 
bypass  list.  Keeping  these  deleted 
bypass  codes  on  the  bypass  list 
potentially  allowed  us  to  create  more 
“pseudo”  single  procedure  claims  for 
ratesetting  purposes.  “Overlap  bypass 
codes”  that  were  members  of  the 
proposed  multiple  imaging  composite 
APCs  were  identified  by  asterisks  (*)  in 
the  third  column  of  Table  1  of  the 
proposed  rule.  HCPCS  codes  that  we 


proposed  to  add  for  CY  2011  also  were 
identified  by  asterisks  (*)  in  the  fourth 
column  of  Table  1  of  the  proposed  rule. 
Table  2  of  the  proposed  rule  contained 
the  list  of  codes  that  we  proposed  to 
remove  from  the  CY  2011  bypass  list 
because  they  were  deleted  from  the 
HCPCS  before  CY  2009.  None  of  these 
proposed  deleted  codes  were  “overlap 
bypass”  codes. 

Comment:  Several  commenters 
expressed  support  for  the  ratesetting 
methodology  using  single  and  “pseudo” 
single  claims  and  recommended  that 
CMS  continue  to  explore  additional 
methodologies  to  increase  the  number  of 
multiple  procedure  claims  used  for 
ratesetting,  including  expanding  the 
empirical  criteria  for  inclusion  on  the 
bypass  list.  One  commenter 
recommended  that  CMS  examine  the 
bypass  list  on  an  annual  basis  to  ensure 
that  the  Agency  is  utilizing  as  many 
claims  as  possible  for  ratesetting.  One 
commenter  supported  the  proposal  to 
maintain  the  current  radiation  oncology 
procedure  codes  on  the  CY  2011  bypass 
list. 

Response:  We  appreciate  the 
commenters’  support.  We  expect  to 
continue  to  use  our  established 
methodologies  and  to  evaluate 
additional  refinements  and 
improvements  to  our  methodologies, 
with  the  goal  of  achieving  appropriate 
and  accurate  estimates  of  the  costs  of 
services  in  the  HOPD.  We  examine  the 
bypass  list  on  an  annual  basis  to  ensure 
that  we  are  using  as  much  information 
as  is  available  through  our  claims  data. 

Comment:  One  commenter  requested 
that  CMS  explore  alternative 
methodologies  to  capture  more  multiple 
procedure  claims  used  for  future  rate 
setting  of  composite  APC  8001  (LDR 
Prostate  Brachytherapy  Composite), 
noting  that  a  number  of  multiple 
procedure  claims  were  not  used  to 
model  the  composite  due  to  containing 
other  payable  radiation  therapy  codes, 

Response:  As  described  above,  one  of 
the  challenges  in  estimating  costs  for 
individual  items  and  services  is  in  how 
to  address  the  allocation  of  packaged 
costs  in  multiple  procedure  claims. 
While  we  continue  to  apply  the 
empirical  criteria  and  examine  CMS 
medical  advisor  and  public  commenter 
recommendations  in  determining 
additions  to  the  bypass  list,  we  must 
ensure  that  the  bypass  process  itself 
does  not  improperly  allocate  packaged 
costs.  We  will  continue  to  explore 
methods  through  which  we  might 
obtain  more  information  from  our 
existing  set  of  claims  data. 

Comment:  Several  commenters 
recommended  that  CPT  codes  93306 
(Echocardiography,  transthoracic,  real¬ 


time  with  image  documentation  (2D), 
includes  M-mode  recording,  when 
performed,  complete,  with  spectral 
Doppler  echocardiography,  and  with 
color  flow  Doppler  echocardiography)  ' 
and  93307  (Echocardiography, 
transthoracic,  real-time  with  image 
documentation  (2D),  includes  M-mode 
recording,  when  performed,  complete, 
without  spectral  or  color  Doppler 
echocardiography)  be  removed  from  the 
bypass  list.  The  commenters  believed 
that  adding  those  codes  to  the  bypass 
list  would  not  appropriately  capture 
costs  associated  with  providing  the 
services.  Moreover,  they  believed  that 
these  codes  do  not  meet  the  criteria  for 
the  bypass  list.  The  commenters  , 
suggested  that  hospitals  were 
continuing  to  bill  CPT  93307  in 
conjunction  with  CPT  codes  93320 
(Doppler  echocardiography,  pulsed 
wave  and/or  continuous  wave  with 
spectral  display  (List  separately  in 
addition  to  codes  for  echocardiographic 
imaging);  complete)  and  93325  (Doppler 
echocardiography  color  flow  velocity 
mapping  (List  separately  in  addition  to 
codes  for  echocardiography)  rather  than 
using  new  CY  2009  CPT  code  93306 
because  they  were  still  adjusting  to 
billing  with  CPT  code  93306.  They 
noted  that  because  CPT  code  93307  was 
a  proposed  addition  to  the  bypass  list, 
the  code  would  not  include  the 
packaged  costs  of  CPT  codes  93320  and 
93325.  The  commenters  also  noted  that 
CPT  code  93307  did  not  appear  to  meet 
the  empirical  criteria  in  the  proposed 
rule  claims  data.  They  suggested  that,  if 
CMS  did  not  remove  CPT  code  93307 
from  the  CY  2011  bypass  list,  claims 
with  combinations  of  CPT  codes  93307, 
93320,  and  93325  be  reconstructed  as 
CPT  code  93306  and  that  the  simulated 
claims  be  used,  together  with  the  claims 
for  CPT  code  99306,  to  set  the  mediem 
costs  for  CPT  code  99306.  A  few 
commenters  suggested  that  assigning 
CPT  code  93307  to  the  same  APC  as 
CPT  code  93306  was  inappropriate 
because  that  reassignment  was  based  on 
the  addition  of  both  codes  to  the  bypass 
list.  The  commenters  also  identified 
APC  0269  (Level  II  Echocardiogram 
Without  Contrast)  as  having  a  2  times 
rule  violation  because,  they  stated,  the 
median  cost  of  the  code  with  the  highest 
median  cost  in  the  APC  is  more  than 
twice  that  of  the  code  with  the  lowest 
median  cost.  The  application  of  the  2 
times  rule  is  discussed  in  section  II1.B.2. 
of  this  final  rule  with  comment  period. 
Thus,  the  commenters  recommended 
'that  CMS  review  the  coding  issues 
associated  with  the  creation  of  those 
codes  to  ensure  that  they  are  not  unduly 


71814  Federal  Register/ Vol.  75,  No.  226 / Wednesday,  November  24,  2010 /Rules  and  Regulations 


influencing  the  respective  APC  payment 
rates. 

Response:  We  note  that,  in  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46180),  we  described  our  process  for 
identifying  additions  to  the  bypass  code 
list  by  determining  codes  that,  “using 
both  CY  2010  final  rule  data  (CY  2008 
claims)  and  February  2010  APC  Panel 
data  (first  9  months  of  CY  2009  claims), 
met  the  same  previously  established 
empirical  criteria  for  the  bypass  list.” 
However,  we  wish  to  clarify  that 
proposed  additions  to  the  bypass  list 
were  identified  by  applying  the 
empirical  criteria  to  both  sets  of  data 
individually.  Thus,  a  code  that  met  the 
empirical  criteria  in  either  of  the  two 
sets  of  claims  data  would  be  eligible  for 
addition  to  the  proposed  bypass  list. 

In  proposing  to  add  CPT  code  93307 
to  the  CY  2011  bypass  list,  we  had 
examined  the  single  major  claims  using 
CY  2010  final  rule  data,  after  performing 
the  process  described  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  to  simulate  billing  for  CPT  code 
93306  (74  FR  60374  through  60376). 

That  is,  after  we  removed  the  claims 
that  we  used  to  simulate  the  code 
configuration  for  CPT  code  93306,  we 
assessed  only  the  remaining  claims  for 
CPT  code  93307  for  the  bypass  list. 

When  we  applied  the  bypass  criteria  to 
these  residual  final  rule  claims  for  CPT 
code  93307,  CPT  code  93307  met  the 
empirical  criteria  and  we  added  it  to  the 
proposed  rule  bypass  list.  However, 
when  we  assessed  CPT  code  93307 
against  the  CY  2009  claims  in  the  APC 
Panel  data,  it  did  not  meet  the  criteria 
and,  similarly,  it  does  not  meet  the 
criteria  when  assessed  against  the 
proposed  rule  data.  Therefore  we  are 
accepting  the  comment,  and  for  the  CY 
2011  OPPS  final  rule,  we  are  removing 
CPT  code  93307  from  the  CY  2011 
bypass  list.  However,  we  are  not 
creating  simulated  claims  for  CPT  code 
93306  from  the  claims  that  report  these 
services  using.CPT  codes  93307,  93320, 
and  93325  in  place  of  reporting  CPT 
code  93306.  We  have  approximately 
765,000  single  bills  for  CPT  code  93306, 
and  we  see  no  reason  to  create 
simulated  median  costs  for  services  for 
which  we  have  adequate  cost  data  from 
correctly  coded  claims.  We  note  that, 
although  miscoded  claims  for  CPT  code 

93306  (that  is,  CPT  code  93307  plus 
CPT  code  93320  plus  CPT  code  93325) 
appeared  in  the  data,  only  CPT  code 

93307  was  paid  on  these  claims  because 
we  implemented  NCCI  edits  on  January 
1,  2009,  that  stopped  CPT  codes  93320 
and  93325  from  being  paid  if  reported 
with  CPT  code  93307.  Hospitals  that 
reported  the  service  using  the  three 
codes  instead  of  reporting  CPT  code 


93306  received  payments  based  on  the 
CY  2009  national  unadjusted  payment 
rate  of  $255.05  for  CPT  code  93307 
rather  than  a  payment  based  on  a 
national  unadjusted  payment  rate  of 
$431.37  that  they  wmuld  have  received 
if  they  had  reported  the  correct  code  for 
the  service. 

Regarding  the  issue  of  reassignment  of 
CPT  code  93307  from  APC  0697  (Level 

1  Echocardiogram  Without  Contrast)  to 
APC  0269,  a&r  removing  CPT  code 
93306  from  the  bypass  list,  the 
calculated  median  cost  for  CPT  code 
93306  based  on  final  rule  data  was 
approximately  $399.  The  calculated 
median  cost  of  approximately  $399  for 
CPT  code  93306  suggests  that  the  costs 
of  these  twm  procedures  are  similar.  CPT 
codes  93306  and  93307  would  thus 
meet  the  APC  recalibration  standards  of 
clinical  and  resource  homogeneity. 

Thus,  we  are  finalizing  our  proposal  to 
assign  CPT  code  93307  to  APC  0269. 

As  we  discussed  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60436),  in  the 
determination  of  APCs  that  violate  the 

2  times  rule,  we  apply  the  2  times  rule 
to  HCPCS  codes  that  are  determined  to 
be  significant,  either  based  on  having  a 
frequency  of  more  than  1,000  single 
major  claims  or  having  both  more  than 
99  single  major  claims  and  contribufing 
more  than  2  percent  of  the  claims  used 
to  determine  the  APC  median  cost. 

Codes  that  do  not  meet  these  criteria  as 
“significant  procedures”  are  not  used  to 
determine  if  there  is  a  2  times  rule 
violation  in  an  APC.  The  2  times  rule  is 
discussed  in  section  III.B.  of  this  final 
rule  with  comment  period. 

Comment:  One  commenter  requested 
that  the  propo.sed  application  of  market 
basket  update  to  the  median  cost  of 
packaging  threshold  for  the  bypass 
criteria  be  applied  retroactively 
beginning  from  CY  2005,  when  the  $50 
median  packaged  cost  threshold 
criterion  was  first  applied. 

Response:  In  the  CY  2011  OPPS/ASC 
proposed  rule,  we  proposed  to  apply  the 
final  market  basket  update  for  CY  2009, 
since  jt  is  the  most  appropriate 
representation  of  changes  for  hospital 
input  prices  for  CY  2009  and,  therefore, 
most  applicable  to  CY  2009  claims  data 
used  to  set  the  CY  2011  OPPS  payment 
rates,  to  the  median  packaged  cost 
threshold  of  $50  established  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (75  FR  46181).  We 
believe  that  this  would  ensure  that  the 
packaged  cost  threshold  would 
accurately  reflect  changes  in  costs  from 
the  prior  year.  However,  we  proposed 
that  this  market  basket  adjustment  to  the 
packaged  cost  criterion  would  apply 
prospectively.  The  $50  threshold  has 


historically  been  an  appropriate 
measure  for  limiting  the  impact  of 
redistributing  the  packaged  costs  on  the 
multiple  procedure  claims.  We 
established  a  criterion  of  a  maximum 
median  amount  of  packaging  of  $50  as 
a  means  of  ensuring  that  the  typical 
packaging  for  the  service  being  placed 
on  the  bypass  list  is  minimal  in  amount. 
With  respect  to  the  comment  that  we 
apply  a  market  basket  update  to  the 
median  cost  of  the  packaging  threshold 
for  the  bypass  criteria  retroactively  to 
CY  2005,  we  note  that,  in  general,  we 
update  our  payment  rates  on  a 
prospective  basis  and,  as  explained 
above,  we  believe  that  our  proposed  and 
final  policy  adequately  and 
appropriately  accounts  for  the  effects  of 
inflation  over  time. 

Therefore,  for  the  CY  2011  OPPS,  we 
are  applying  the  final  CY  2009  market 
basket  update  (which  is  3.6  percent)  to 
the  $50  median  packaged  cost  criterion 
and  rounding  the  result  ($51.80)  to  the 
neared  $5  increment.  Thus,  for  this  CY 
2011  OPPS/ASC  final  rule  with 
comment  period,  the  median  cost  of 
packaging  criterion  for  the  CY  2011 
OPPS  bypass  list  remains  at  $50. 

Comment:  One  commenter  requested 
that  CPT  codes  77310  (Teletherapy, 
isodose  plan  (whether  hand  or  computer 
calculated);  intermediate  (3  or  more 
treatment  ports  directed  to  a  single  area 
of  interest))  and  77789  (Surface 
application  of  radiation  source)  be 
added  to  the  bypass  list  because  they 
believed  that  these  codes  meet  the 
bypass  criteria.  The  commenter  also 
suggested  that  there  was  a  lack  of 
transparency  in  how  the  criteria  were 
applied,  and  that  when  codes  were  not 
added  that  met  the  empirical  criteria  the 
reasons  for  doing  so  should  be 
explained. 

Response:  Both  CPT  codes  77310  and 
77789  failed  to  meet  the  empirical 
criterion  for  addition  to  the  bypass  list 
of  having  100  or  more  “natural”  single 
procedure  claims  in  both  the  APC  Panel 
data  and  the  proposed  rule  data. 
Specifically,  CPT  code  77310  had  0 
natural  single  bills  in  the  CY  2010  final 
rule  data  and  2  natural  single  bills  in  the 
CY  2011  APC  Panel  data;  CPT  code 
77789  had  30  natural  single  bills  in  the 
CY  2010  final  rule  data  and  13  natural 
single  bills  in  the  CY  2011  APC  Panel 
data.  As  described  above,  this  criterion 
ensures  that  we  have  an  adequate  base 
of  claims  billed  for  each  code  so  that  we 
can  bypass  lines  with  the  bypass  code 
from  the  multiple  procedure  claims.  In 
addition  to  failing  the  number  of 
“natural”  single  procedure  claims 
criterion,  CPT  code  77789  failed  to  meet 
the  percentage  of  single  claims  with 
packaged  costs  criterion  (no  more  than 
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5  percent  of  “natural”  single  procedure 
claims  can  have  any  packaging)  because 
packaged  cost  appeared  on  6.7  percent 
of  the  code’s  “natural”  single  major 
claims  in  the  CY  2010  final  rule  data 
and  38.5  percent  of  the  code’s  “natural” 
single  major  claims  in  the  CY  2011  APC 
Panel  data.  We  are  not  aware  of  any 
codes  that  met  the  empirical  criteria  for 
addition  to  the  bypass  list  that  are  not 
included  on  the  bypass  list. 

However,  in  the  course  of  our  review 
of  the  comment,  we  realized  that  CPT 
code  77315  (Teletherapy;  isodose  plan 
(whether  hand  or  computer  calculated); 
complex  (mantle  or  inverted  Y, 
tangential  ports,  the  use  of  wedges,  ■ 
compensators,  complex  blocking, 
rotational  beam,  or  special  beam 
considerations))  meets  the  empirical 
criteria  and  is  on  the  bypass  list  and  that 
two  other  CPT  codes  that  are  very 
similar  were  not  on  any  of  the  previous 
bypass  code  lists.  There  are  three  CPT 
codes  for  teletherapy,  isodose  plan,  for 
which  CPT  code  77315  reports  the 
complex  level  of  service.  CPT  code 
77310,  which  the  commenters  requested 
be  added  to  the  bypass  list,  reports  the 
intermediate  level  of  the  service  and 
CPT  code  77305  (Teletherapy,  isodose 
plan  (whether  hand  or  computer 
calculated);  simple  (1  or  2  parallel 
opposed  unmodified  ports  directed  to  a 
single  area  of  interest))  reports  the 
simple  level  of  the  service.  However, 
neither  CPT  codes  77305  (simple)  nor  ' 
CPT  code  77310  (intermediate)  were  on 
any  of  the  previous  bypass  code  lists, 
notwithstanding  that  CPT  code  77315 
meets  the  empirical  criteria  and  is  on 
the  bypass  list.  Agency  clinicians 
believe  that  the  packaging  for  CPT  codes 
77305  and  77310  would  be  less  than  for 
CPT  code  77315,  because  CPT  code 
77315  represents  the’ most  complex 
level  of  the  service.  Moreover,  while  the 
“natural”  single  major  claims  for  CPT 
codes  77305  (9  claims)  and  7731,0  (6 


claims)  did  not  meet  the  “natural”  single 
major  claims  criteria  of  a  minimum  of 
100  claims  each  in  the  CY  2011 
proposed  rule  data,  they  met  all  other 
criteria  for  addition  to  the  bypass  list. 
After  consultation  with  our  CMS 
clinical  advisors,  we  believe  that 
because  of  the  nature  of  the  services  and 
the  fact  that  both  codes  meet  all  criteria 
for  the  bypass  list  other  than  the 
minimum  number  of  single  bills,  it  is 
appropriate  to  add  them  to  the  bypass 
list.  We  note  that,  in  prior  years,  we 
have  added  low  volume  services  to  the 
bypass  list  that  are  similar  to  requested 
additions,  such  as  CPT  codes  for 
hyperthermia  added  to  the  CY  2010 
bypass  list  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60329).  Thus,  for  this  CY  2011  OPPS/ 
ASC  final  rule  with  comment  period,  we 
are  adding  CPT  codes  77305  and  77310 
to  the  bypass  list. 

However,  CPT  code  77789  failed  to 
meet  both  the  “natural”  'single  major 
claims  criterion  of  100  natural  single 
procedure  claims  and  greatly  exceeded 
the  maximum  percentage  of  single 
claims  with  packaging  criteria. 
Specifically,  there  were  only  30  natural 
single  procedure  claims  and  38.5 
percent  of  the  “natural”  single  procedure 
claims  for  CPT  code  77789  had 
packaging  and  thus  failed,  by  a 
significant  amount,  the  5  percent 
maximum  allowable  percent  of  claims 
with  packaging.  Therefore,  we  are  not 
adding  the  code  to  the  CY  2011  bypass 
list. 

,  We  believe  that  the  empirical  criteria 
described  above  are  transparent  and 
clear,  and  explain  the  purpose  of  each 
criterion  in  detail.  Moreover  we  make 
available  our  claims  data  for  the  public’s 
use  in  assessing  the  bypass  criteria  or 
any  other  purpose.  We  believe  the 
extremely  detailed  comments  we 
receive  on  our  proposals,  such  as  the 
comments  we  received  on  CPT  codes 


93306  and  93307,  demonstrate  that  the 
information  we  make  public  is  fully 
sufficient  for  purposes  of  analyzing  our 
proposed  bypass  list.  In  addition,  we 
have  a  longstanding  practice  of  adding 
or  removing  codes  to  or  from  the  bypass 
list  through  analysis  other  than 
application  of  the  empirical  criteria. 
When  we  do  this,  we  explain  our 
rationale  for  adding  or  removing  those 
codes  from  the  bypass  list,  as  we  did 
with  the  addition  of  codes  for  additional 
hours  of  drug  administration  (71  FR 
68117  through  68118),  which  did  not 
meet  the  empirical  criteria  but  which 
were  added  because  otherwise  we 
would  have  had  very  few  claims  on 
which  to  base  the  median  costs  of  both 
initial  and  additional  drug 
administration  services. 

We  always  appreciate  the  empirical 
information  that  commenters  submit 
regarding  their  suggested  additions  to 
the  bypass Jist.  However,  we  note  that, 
due  to  the  redistributive  properties  of 
the  bypass  list  and  our  process  for 
creating  “pseudo”  single  procedure 
claims,  we  carefully  consider  the 
redistributive,  impact  of  additions  to  the 
bypass  list  on  all  HCPCS  code  and  APC 
median  costs.  Future  recommendations 
from  the  public  for  additions  to  the 
bypass  list  should  consider  the  global 
changes  to  the  bypass  list  in  order  to 
facilitate  our  evaluation  of  codes 
suggested  for  inclusion  on  the  bypass 
list  in  the  future. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
as  final  the  proposed  “pseudo”  single 
claims  process  and  the  final  CY  2011 
bypass  list  of  449  HCPCS  codes,  as 
displayed  in  Tables  1  and  2  below.  The 
list  has  been  modified  from  the  CY  2011 
proposed  list,  with  the  removal  of  CPT 
code  93307  from  the  CY  2011  bypass  list 
and  the  addition  of  CPT  codes  77305 
and  77310,  as  discussed  above  in  this 
section. 


Table  1— Final  CY  2009  Bypass  Codes  for  Creating  “Pseudo”  Single  Procedure  Claims  for  Calculating 

Median  Costs  for  CY  201 1  OPPS 


CY  2009  HCPCS  code 

CY  2009  Short  descriptor 

“Overlap  by¬ 
pass  codes” 

Additions 

11056  . . . 

Trim  skin  lesions,  2  to  4  . . 

31057  . 

Trim  skin  lesions,  over  4  . 

1 1 300 

Shave  skin  lesion  . . . 

11.301 

11719  . 

Trim  nail(s)  . . 

11720  . 

Debride  nail,  1—5  . 

11721  . 

Debride  nail,  6  or  more  . 

119.54 

Therapy  for  contour  defects  . . 

17000  .  . 

Destruct  premaig  lesion  . 

17003  . 

Destruct  premaig  les,  2—14  . . . 

23600 

T reat  humerus  fracture . 

* 

29220 

29.530  . 

Strapping  of  knee  . 

* 

31231  . . 

Nasal  endoscopy,  dx . 

71816  Federal  Register/ Vol. ,75,  No.  226/ Wednesday,  November  24,  2010 /Rules  and  Regulations 


Table  1— Final  CY  2009  Bypass  Codes  for  Creating  “Pseudo”  Single  Procedure  Claims  for  Calculating 

Median  Costs  for  CY  201 1  OPPS— Continued 


CY  2009  HCPCS  code 


CY  2009  Short  descriptor 


“Overlap  by¬ 
pass  codes” 


Additions 


31579  .  Diagnostic  laryngoscopy  . 

51798  .  Us  urine  capacity  measure  . 

53661  .  Dilation  of  urethra . 

54240  .  Penis  study . 

56820  . . .  Exam  of  vulva  w/scope  . 

57150  .  Treat  vagina  infection . 

57452  .  Exam  of  cervix  w/scope  . 

57454  . .  Bx/curett  of  cervix  w/scope  . 

67820  . . .  Revise  eyelashes  . . . 

69210  .  Remove  impacted  ear  wax  . 

69220  .  Clean  out  mastoid  cavity . 

70030  .  X-ray  eye  for  foreign  body  . 

70100  . . .  X-ray  exam  of  jaw  . 

70110 . .  X-ray  exam  of  jaw  . 

70120  . .  X-ray  exam  of  mastoids  . 

70130  .  X-ray  exam  of  mastoids  . 

70140  .  X-ray  exam  of  facial  bones  . 

70150  . ; .  X-ray  exam  of  facial  bones  . 

70160  . . .  X-ray  exam  of  nasal  bones  

70200  .  X-ray  exam  of  eye  sockets  

70210  . :....  X-ray  exam  of  sinuses  . 

70220  . . .  X-ray  exam  of  sinuses  . 

70240  .  X-ray  exam,  pituitary  saddle  ... 

70250  .  X-ray  exam  of  skull  . . 

70260  . V . .  X-ray  exam  of  skull  . 

70320  . .*...  Full  mouth  x-ray  of  teeth  . 

70328  .  X-ray  exam  of  jaw  joint  . 

70330  .  X-ray  exam  of  jaw  joints . 

70336  .  Magnetic  image,  jaw  joint . 

70355  . . .  Panoramic  x-ray  of  jaws . 

70360  .  X-ray  exam  of  neck  . . . 

70370  .  Throat  x-ray  &  fluoroscopy . . 

70371  .  Speech  evaluation,  complex  .. 

70450  .  Ct  head/brain  w/o  dye  . 

70480  .  Ct  orbit/ear/fossa  w/o  dye  . 

70486  . .  Ct  maxillofacial  w/o  dye  . 

70490  .  Ct  Mft  tissue  neck  w/o  dye  .... 

70544  . .  Mr  angiography  head  w/o  dye 

70547  .  Mr  angiography  neck  w/o  dye 

70551  .  Mil  brain  w/o  dye . 

71010 .  Chest  x-ray  . . 

71015 .  Chest  x-ray  . . . 

71020  .  Chest  x-ray  . 

71021  .  Chest  x-ray . 

71022  .  Chest  x-ray  . 

71023  . . .  Chest  x-ray  and  fluoroscopy  .. 

71030  .  Chest  x-ray  . 

71034  .  Chest  x-ray  and  fluoroscopy  .. 

71035  .  Chest  x-ray  . 

71100  .  X-ray  exam  of  ribs . 

71101  .  X-ray  exam  of  ribs/chest  . 

71110  .  X-ray  exam  of  ribs . 

71111  . .  X-ray  exam  of  ribs/chest  . 

71120 .  X-ray  exam  of  breastbone . 

71130 .  X-ray  exam  of  breastbone . 

71250  .  Ct  thorax  w/o  dye  . 

72010  .  X-ray  exam  of  spine  . 

72020  .  X-ray  exam  of  spine  . 

72040  .  X-ray  exam  of  neck  spine  . 

72050  .  X-ray  exam  of  neck  spine  . 

72052  .  X-ray  exam  of  neck  spine  . . 

72069  .  X-ray  exam  of  trur^k  spine . 

72070  .  X-ray  exam  of  thoracic  spine 

72072  . 1., .  X-ray  exam  of  thoracic  spine 

72074  .  X-ray  exam  of  thoracic  spine 

72080  .  X-ray  exam  of  trunk  spine . 

72090  . . .  X-ray  exam  of  trunk  spine . 

72100  .  X-ray  exam  of  lower  spine  .... 

72110'. .  X-ray  exam  of  lower  spine  .... 

72114 .  X-ray  exam  of  lower  spine  .... 
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Table  1— Final  CY  2009  Bypass  Codes  for  Creating  “Pseudo”  Single  Procedure  Claims  for  Calculating 

Median  Costs  for  CY  201 1  OPPS— Continued 


CY  2009  HCPCS  code 

CY  2009  Short  descriptor 

“Overlap  by-  ! 
pass  codes”  i 

Additions 

72120  . 

X-ray  exam  of  lower  spine  . 

72125  . 

Ct  neck  spine  w/o  dye . 

> 

72128  . 

Ct  chest  spine  w/o  dye . 

72131  . 

Ct  lumbar  spine  w/o  dye  . 

* 

72141  . . . 

Mri  neck  spine  w/o  dye  . . . 

> 

72146  . . 

Mri  chest  spine  w/o  dye  . 

* 

72148  . 

Mri  lumbar  spine  w/o  dye . . . 

72170  . 

X-ray  exam  of  pelvis  . 

72190  . 

X-ray  exam  of  pelvis  . 

72192  . 

Ct  pelvis  w/o  dye . 

* 

72202  . 

X-ray  exam  sacroiliac  joints  . 

72220  . 

X-ray  exam  of  tailbone  . . . 

73000  . 

X-fay  exam  of  collar  bone . 

73010  . 

X-ray  exam  of  shoulder  blade . 

73020  . . . 

X-ray  exam  of  shoulder . . 

73030  . 

X-ray  exam  of  shoulder . 

73050  . 

X-ray  exam  of  shoulders  . . . 

73060  . * . 

X-ray  exam  of  humerus . 

73070  . 

X-ray  exam  of  elbow  . 

73080  . 

X-ray  exam  of  elbow  . 

73090  . 

X-ray  exam  of  forearm  . . . 

73100  . . . 

X-ray  exam  of  wrist  . 

73110  . 

-X-ray  exam  of  wrist  . . . . 

73120  . . . 

X-ray  exam  of  hand . 

73130  . 

X-ray  exam  of  hand . . . 

73140  . . . 

X-ray  exam  of  finger(s)  . 

73200  . 

Ct  upper  extremity  w/o  dye  . . . 

. 

73218  . 

Mri  upper  extremity  w/o  dye . . . 

. 

* 

73221  . 

Mri  joint  upr  extrem  w/o  dye  . . 

* 

73510  . 

X-ray  exam  of  hip . 

73520  . . . 

X-ray  exam  of  hips  . 

73540  . ! . 

X-ray  exam  of  pelvis  &  hips  . 

73550  . 

X-ray  exam  of  thigh . 

73560  . 

X-ray  exam  of  knee,  1  or  2  . . . 

73562  . . . 

X-ray  exam  of  knee,  3 . . . . . 

73564  . 

X-ray  exam,  knee,  4  or  more  . ...; . 

73565  . 

X-ray  exam  of  knees  . . . 

73590  . 

X-ray  exam  of  lower  leg  . . . . . 

73600  . 

X-ray  exam  of  ankle  . . . . . 

73610  . 

X-ray  exam  of  ankle  . . . 

73620  . 

X-ray  exarrvof  foot . . . 

73630  . 

X-ray  exam  of  foot . 

73650  . 

X-ray  exam  of  heel . 

73660  . 

X-ray  exam  of  toe(s)  . 

73700  . . 

Ct  lower  extremity  w/o  dye . 

* 

73718  . 

Mri  lower  extremity  w/o  dye  . 

* 

73721  . ; . 

Mri  jnt  of  Iwr  extre  w/o  dye . . 

* 

74000  . . . 

X-ray  exam  of  abdomen . 

74010  . 

X-ray  exam  of  abdomen . 

74020  . . 

X-ray  exam  of  abdomen . . . . . . . 

74022  . . . ; . 

X-ray  exam  series,  abdomen  . . 

74150  . . . 

Ct  abdomen  w/o  dye  . . 

* 

74210  . 

Contrst  x-ray  exam  of  throat  . . 

74220  . 

Contrast  x-ray,  esophagus  . . . t. . 

• 

74230  . 

Cine/vid  x-ray,  throat/esoph  . . . 

74246  . 

Contrst  x-ray  uppr  gi  tract  . . 

74247  . 

Contrst  x-ray  uppr  gi  tract •  •.•. . 

74249  .  .  . 

Contrst  x-ray  uppr  gi  tract  . 

761 00  . 

X-ray  exam  of  body  section  . 

76510 

76511  . 

Ophth  us,  quant  a  only . 

76512  . 

Ophth  us,  b  w/non-quant  a  . . . 

76513  . 

Echo  exam  of  eye,  water  bath  . . . 

76514 

76516  . 

Echo  exam  of  eye  . . 

76519 

Echo  exam  of  eye  . ; . . . 

76536  . 

Us  exam  of  head  and  neck . . . . 

76645  . 

Us  exam,  breast(s) . . . 

76700  . . 

Us’exam,  abdom,  complete  . 

* 

76705  . 

Echo  exam  of  abdomen  . . . 

* 
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CY  2009  HCPCS  code 


CY  2009  Short  descriptor 


76770  . 

76775  . 

76776  . 
76801  . 
76805  . 
76811  . 

76816  . 

76817  . 
76830  . 

76856  . 

76857  . 
76870  . 
76880  . 
76970  . 
76977  . 

77072  . 

77073  . 

77074  , 

77075  . 

77076  . 

77077  . 

77078 

77079  . 

77080  , 

77081  . 

77082 

77083 

77084 

77300 

77301 
77305 
77310 
77315 
77327 
77331 
77336 
77370 
77401 
77600 
77605 
77610 
78350 
80500 
80502 
85097 
86510 
86850 
86870 
86880 

86885 

86886 
86890 

86900 

86901 

86903 

86904 

86905 

86906 
86930 
86970 
86977 
88104 
88106 

88107 

88108 
88112 
88160 
88161 
88162 
88172 


Us  exam  abdo  back  wall,  comp  . 

Us  exeim  abdo  back  wall,  lim  . 

Us  exam  k  transpi  w/Doppler . 

Ob  us  <  14  wks,  single  fetus  . 

Ob  us  >/=  14  wks,  sngl  fetus  . 

Ob  us,  detailed,  sngl  fetus  . 

Ob  us,  foUow-up,  per  fetus . 

Transvaginal  us,  obstetric  . 

Transvaginal  us,  non-ob . 

Us  exam,  pelvic,  complete  . 

Us  exam,  pelvic,  limited  . 

Us  exam,  scrotum  . 

Us  exam,  extremity  . . . 

Ultrasound  exam  follow-up . 

Us  bone  density  measure  . 

X-rays  for  bone  age  . 

X-rays,  bone  length  studies  . 

X-rays,  bone  survey,  limited . 

X-rays,  bone  survey  complete  ... 

X-rays,  bone  survey,  infant  . 

Joint  survey,  single  view  . 

Ct  bone  density,  axial  . . 

Ct  bone  density,  peripheral  . 

Dxa  bone  density,  eixial . 

Dxa  bone  density/peripheral  . 

Dxa  bone  density,  vert  fx  . 

Radiographic  absorptiometry  . 

Magnetic  image,  bone  marrow  ... 

Radiation  therapy  dose  plan  . 

Radiotherapy  dose  plarr,  imrt  . 

Teletx  isodose  plan  simple . 

Teietx  isodose  plan  intermediate 

Teletx  isodose  plan  complex . 

Brachytx  isodose  calc  interm  . 

Special  radiation  dosimetry  . 

Radiation  physics  consult . 

Radiation  physics  consult . 

Radiation  treatment  delivery  . 

Hyperthermia  treatment . 

Hyperthermia  treatment  . . . 

Hyperthermia  treatment . 

Bone  mineral,  single  photon  . 

Lab  pathology  consultation  . 

Lab  pathology  consultation  . 

Bone  marrow  interpretation  . 

Histoplasmosis  skin  test . 

RBC  antibody  screen  . . 

RBC  antibody  identification  . 

Coombs  test,  direct  . 

Coombs  test,  indirect,  qual  . 

Coombs  test,  indirect,  titer  . 

Autologous  blood  process . 

Blood  typing,  ABO . 

Blood  typing,  Rh  (D) . . . 

Blood  typing,  antigen  screen . 

Blood  typing,  patient  serum  . 

Blood  typing,  RBC  antigens  . 

Blood  typing,  Rh  phenotype . 

Frozen  blood  prep  . 

RBC  pretreatment  . 

RBC  pretreatment,  serum  . 

Cytopath  fl  nongyn,  smears  . 

Cytopath  fl  nongyn,  filter  . 

Cytopath  fl  nongyn,  sm/fitr  . 

Cytopath,  concentrate  tech  . 

Cytopath,  cell  enhance  tech . 

Cytopath  smear,  other  source  ... 
Cytopath  smear,  other  source  ... 
Cytopath  smear,  other  source  ... 
Cytopathology  eval  of  fna  . 


“Overlap  by¬ 
pass  codes” 

Additions 

* 

* 

* 

- 
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CY  2009  HCPCS  code 


CY  2009  Short  descriptor 


“Overlap  by¬ 
pass  codes” 


88173  . .  Cytopath  eval,  fna,  report . . 

88182  . , .  Cell  marker  study  . . 

88184  .  Flowcytometry/tc,  1  marker  . 

88185  . .  Flowcytometry/tc,  add-on  . 

88300  . . .  Surgical  path,  gross  . 

88302  .  Tissue  exam  by  pathologist  . 

88304  .  Tissue  exam  by  pathologist  . 

88305  .  Tissue  exam  by  pathologist  . 

88307  . ;...  Tissue  exam  by  pathologist  . 

8831 1  .  Decalcify  tissue  . 

88312  .  Special  stains  group  1  . 

88313  .  Special  stains  group  2 . . . 

88314  .  Histochemical  stain  add-on  . 

88321  .  Microslide  consultation  . 

88323  .  Microslide  consultation  . 

88325  . .  Comprehensive  review  of  data  .... 

88331  . . .  Path  consult  intraop,  1  bloc  . 

88342  .  Immunohistochemistry . 

88346  .  Immunofluorescent  study  . 

88347  .  Immunofluorescent  study  . 

88348  . . .  Electron  microscopy  . 

,  88358  . ; .  Analysis,  tumor . 

88360  . .-. .  Tumor  immunohistochem/manual 

88361  . .  Tumor  immunohistochem/comput 

88365  . .• .  Insitu  hybridization  (fish)  . 

88368  .  Insitu  hybridization,  manual . 

89049  . .“. .  Chet  for  mal  hyperthermia . 

89230  .  Collect  sweat  for  test . . 

89240  .  Pathology  lab  procedure  . 

90472  .  Immunization  admin,  each  add  ... 

90474  . , .  Immune  admin  oral/nasal  addi  .... 

90801  .  Psy  dx  interview  . 

90802  .  Intac  psy  dx  interview . 

90804  . r. . ;....  Psytx,  office,  20-30  min  . 

90805  .  Psytx,  off,  20-30  min  w/e&m  . 

90806  .  Psytx,  off,  45-50  min  . 

90807  . ! .  Psytx,  off,  45-50  min  w/e&m  . 

90808  . .  Psytx,  office,  75-80  min . 

90809  .  Psytx,  off,  75^80  min,  w/e&m  . 

90810  .  Intac  psytx,  off,  20-30  min  . 

90811  .  Intac  psytx,  20-30  min,  w/e&m  ... 

90812  . . .  Intac  psytx,  off,  45-50  rriin  . 

90816  .  Psytx,  hosp,  20-30  min . 

90818  .  Psytx,  hosp,  45-50  min . 

90826  . : .  Intac  psytx,  hosp,  45-50  min . 

90845  .  Psychoanalysis . 

90846  . ! .  Family  psytx  w/o  patient . 

90847  .  Family  psytx  w/patient . 

90853  .  'Group  psychotherapy  . 

90857  .  Intac  grOup  psytx . 

90862  .  Medication  management  . 

92002  .  Eye  exam,  new  patient . 

92004  .  Eye  exam,  new  patient . 

92012  . .  Eye  exam  established  pat . 

92014  .  Eye  exam  &  treatment  . 

92020  .  Special  eye  evaluation  . 

92025  . .  Corneal  topography  . . 

92060  : .  Special  eye  evaluation  . 

92081  . Visual  field  examination(s)  . 

92082  .  Visual  field  examination(s)  . 

92083  .  Visual  field  examination(s)  . 

92135  .  Ophth  dx  imaging  post  seg  . 

92136  . . .  Ophthalmic  biometry  . 

92225  .  Special  eye  exam,  initial  . 

92226  .  Special  eye  exam,  subsequent  .. 

92230  . .  Eye  exam  with  photos . 

92240  .  leg  angiography . ; . 

92250  .  Eye  exam  with  photos  . 

92275  . .  Electroretinography  . 

92285  . .  Eye  photography  . 
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CY  2009  HCPCS  code 

CY  2009  Short  descriptor 

“Overlap  by¬ 
pass  codes” 

Additions 

S22fl6  . 

Internal  eye  photography  . 

. 

92520  . 

Laryngeal  function  studies  . 

92541  . 

Spontaneous  nystagmus  test . 

92542  . 

Positional  nystagmus  test  . 

* 

92546  . 

Sinusoidal  rotational  test  . 

92548  . 

Posturography  . 

92552  . 

Pure  tone  audiometry,  air . . 

92553  . 

Audiometry,  air  &  bone  . 

92555  . ' . 

Speech  threshold  audiometry  . 

92556  . 

Speech  audiometry,  complete . 

92557  . 

Comprehensive  hearing  test  . 

92567  . 

Tympanometry . 

92582  . 

Conditioning  play  audiometry . 

92585  . 

Auditor  evoke  potent,  compre  . . . 

92603  . 

Cochlear  impit  f/up  exam  7  > . '. . 

92604  . 

Reprogram  cochlear  impit  7  > . .' . 

92626  . 

Eval  aud  rehab  status  . 

93005  . 

Electrocardiogram,  tracing  . . 

93017  . 

Cardiovascular  stress  test . 

93225  . 

ECG  monitor/record,  24  hrs  . 

93226  . 

ECG  monitor/report,  24  hrs . 

93231  . 

Ecg  monitor/record,  24  hrs . ; . . 

93232  . 

ECG  monitor/report,  24  hrs . . . 

93236  . 

ECG  monitor/report,  24  hrs  . ; . 

93270  . 

ECG  recording . 

93271  . 

Ecg/monitoring  and  analysis  . .*. . 

93278  . . 

ECG/signal-averaged  . 

• 

93279  . 

Pm  device  progr  eval,  sngl  . . 

93280  . 

Pm  device  progr  eval,  dual  . . . 

93281  . 

Pm  device  progr  eval,  multi  . . . 

93282  . 

led  device  progr  eval,  1  sngl . 

93283  . 

led  device  progr  eval,  dual  . 

93284  . . 

led  device  progr  eval,  mult . 

93285  . 

Hr  device  eval  progr . 

L 

93288  . 

Pm  device  eval  in  person . .-. . 

93289  ...V . 

led  device  interrogate . 

93290  . . 

Icm  device  eval  . .' . 

93291  . 

Hr  device  interrogate . . 

93292  . 

Wed  device  interrogate  . 

93293  . 

Pm  phone  r-strip  device  eval  . 

93296  . 

Pm/ied  remote  tech  serv  . ; . 

93306  . 

Tte  w/doppler,  complete . 

93786  . 

Ambulatory  BP  recording  . 

93788  . 

Ambulatory  BP  analysis  . 

93797  . 

Cardiac  rehab . . . . 

93798  . ; . 

Cardiac  rehab/monitor . 

93875  . 

Extracranial  study . 

93880  . 

Extracranial  study . 

93882  . 

Extracranial  study . 

93886  . 

Intracranial  study  . . . 

93888  . 

Intracranial  study  . 

93922  . 

Extremity  study . . . 

93923  . 

Extremity  study . '. . 

93924  . .T . 

Extremity  study . 

93925  . . . 

Lower  extremity  study  . 

93926  . 

Lower  extremity  study  . 

93930  . 

Upper  extremity  study  . . 

93931  . 

Upper  extremity  study  . 

93965  . ; . 

Extremity  study . 

93970  . 

Extremity  study . . 

93971  . 

Extremity  study . . . 

93975  . 

Vascular  study . 

93976  . 

Vascular  study . 

93978  . 

Vascular  study . . . 

93979  . 

Vascular  study . 

93990 . 

Doppler  flow  testing . 

94015  . 

Patient  recorded  spirometry  . 

94690  . 

Exhaled  air  analysis  . . 

95115  . ! . 

Immunotherapy,  one  injection  . 

95117  . 

I  Immunotherapy  injections  . 

. 
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CY  2009  HCPCS  code 


CY  2009  Short  descriptor 


“Overlap  by-  I 
pass  codes”  j 


95165  .  Antigen  therapy  services . 

95250  . . .  Glucose  monitoring,  cont  . 

95805  .  Multiple  sleep  latency  test . 

95806  . .  Sleep  study  unatt  &  resp  efft  . . 

95807  .  Sleep  study,  attended  . 

95808  .  Polysomnography,  1-3 . 

95812  .  Eeg,  41-60  minutes  . 

95813  . Eeg,  over  1  hour  . 

95816  .  Eeg,  awake  and  drowsy . 

95819  .  Eeg,  awake  and  asleep . 

95822  .  Eeg,  coma  or  sleep  only  . 

95869  . . .  Muscle  test,  thor  paraspinal  . 

95872  .  Muscle  test,  one  fiber  . . 

95900  .  Motor  nerve  conduction  test . 

95921  .  Autonomic  nerv  function  test . 

95925  .  Somatosensory  testing . 

95926  .  Somatosensory  testing  . 

95930  .  Visual  evoked  potential  test  . 

95950  . .  Ambulatory  eeg  monitoring  . 

95953  .  EEG  monitoring/cpmputer  . 

95970  . .  Analyze  neurostim,  no  prog  . 

95972  .  Analyze  neurostim,  complex  . 

95974  . . .  Cranial  neurostim,  complex . . 

95978  .  Analyze  neurostim  brain/1  h . 

96000  .  Motion  analysis,  video/3d  . . 

96101  ...: .  Psycho  testing  by  psych/phys  .... 

96111  .  Developmental  test,  extend . 

96116... .  Neurobehavioral  status  exam  .... 

96118  .  Neuropsych  tst  by  psych/phys  ... 

96119  .  Neuropsych  testing  by  tec  ...T . 

96150  .  Assess  hlth/behave,  init  . 

96151  . , . . .  Assess  hlth/behave,  subseq  . 

96152  .  Intervene  hlth/behave,  indiv  . 

96153  .  Intervene  hlth/behave,  group  . 

96361  . . .  Hydrate  .iv  infusion,  add-on  . 

96366  . .  Ther/proph/diag  iv  inf  addon  . 

96367  .  Tx/proph/dg  addl  seq  iv  inf  . . 

96370  .  Sc  ther  infusion,  addl  hr  . 

96371  .  Sc  ther  infusion,  reset  pump  ..'.... 

96375  .  Tx/pro/dx  inj  new  drug  addon  .... 

96402  .  Chemo  hormon  antineopi  sq/im  . 

9641 1  .  Chemo,  iv  push,  addl  drug  . 

96415  .  Chemo,  iv  infusion,  addl  hr  . 

96417  . . .  Chemo  iv  infus  each  addl  seq  ... 

96423  . . . ’. .  Chemo  ia  infuse  each  addl  hr  .... 

96900  . . .  Ultraviolet  light  therapy . 

96910  .  Photochemotherapy  with  UV-B  . 

96912  . .  Photochemotherapy  with  UV-A  . 

96913  .  'Photochemotherapy,  UV-A  or  B 

96920  .  Laser  b(,  skin  <  250  sq  cm . 

98925  .  Osteopathic  manipulation  . 

98926  .  Osteopathic  manipulation  . 

98927  .  Osteopathic  manipulation . 

98940  .  Chiropractic  manipulation  . 

98941  .  Chiropractic  manipulation  . 

98942  . .  Chiropractic  manipulation  . 

99203  .  Office/outpatient  visit,  new  ".. . 

99204  .  Office/outpatient  visit,  new  ......... 

99212  . ? .  Office/outpatient  visit,  est  . 

99213  .  Office/outpatient  visit,  est  . 

99214  .  Office/outpatient  visit,  est  . 

99241  .  Office  consultation  . . 

99242  .  Office  consultation  . . 

99243  . . .  Office  consultation  . 

99244  .  Office  consultation  . . 

99245  .  Office  consultation  . 

99406  . . .  Behav  chng  smoking  3-10  min  . 

99407  .  Behav  chng  smoking  >  10  min  . 

0144T .  CT  heart  wo  dye;  qual  calc  . 

G0008  .  Admin  influenza  virus  vac  . 
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G0101  . 

CA  screen;  pelvic/breast  exam  . 

G0127  . 

Trim  naii(s)  . 

G0130  . . 

Single  energy  x-ray  study  . . . 

G0166  . 

Extml  counterputse,  per  tx  . .'. . 

G0175  . 

OPPS  Service,sched  team  conf . 

G0248  . 

Demonstrate  use  home  inr  mon  . 

G0249  . 

Provide  INR  test  mater/equip . . 

. 

G0340  . 

Robt  lin-radsurg  fractx  2—5 . 

G0365  . /. . 

Vessel  mapping  hemo  access  . 

G0389  . 

Ultrasound  exam  AAA  screen  . 

G0390  . j . 

T rauma  Respons  w/hosp  criti  . 

G0402  . 

Initial  preventive  exam  . 

* 

G0404  . 

EKG  tracing  for  initial  prev  . 

* 

M0064  . 

Visit  for  drug  monitoring  . 

00091  . 

Obtaining  screen  pap  smear . 

Table  2— HCPCS  Codes  Removed  , 
From  the  CY  2011  Bypass  List 
Because  They  Were  Deleted 
Prior  to  CY  2009 


HCPCS 
Code  j 

HCPCS  Short  descriptor 

90761  . 

Hydrate  iv  infusion,  add-on. 

90766  . 

Ther/proph/dg  iv  inf,  add-on. 

90767  . 

Tx/proph/dg  addi  seq  iv  inf. 

90770  . 

Sc  ther  infusion,  addI  hr. 

90771  . 

Sc  ther  infusion,  reset  pump. 

90775  . 

Tx/pro/dx  inj  new  drug  add-on. 

93727  .  j 

Analyze  ilr  system. 

93731  . 

Analyze  pacemaker  system. 

93732  .  1 

Analyze  pacemaker  system. 

93733  . 

Telephone  analy,  pacemaker. 

93734  . 

Analyze  pacemaker  system. 

93735  . 

Analyze  pacemaker  system. 

93736  . 

Telephonic  analy,  pacemaker. 

93741  . 

1  Analyze  ht  pace  device  sngl. 

93742  . 

1  Analyze  ht  pace  device  sngl 

93743  . 

1  Analyze  ht  pace  device  dual. 

93744  . 

1  Analyze  ht  pace  device  dual. 

G0344  . 

1  Initial  preventive  exam. 

G0367  . 

EKG  tracing  for  initial  prev. 

G0376  . 

1  Smoke/tobacco  counseling  >10. 

c.  Calculation  and  Use  of  Cost-to-Charge 
Ratios  (CCRs) 


In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46195),  we  proposed  to 
continue  for  CY  2011  to  use  the 
hospital-specific  overall  ancillary  and 
departmental  CCRs  to  convert  charges  to 
estimated  costs  through  application  of  a 
revenue  code-to-cost  center  crosswalk. 
To  calculate  the  APC  median  costs  on 
which  the  proposed  CY  2011  APC 
payment  rates  were  based,  we 
calculated  hospital-specific  overall 
ancillary  CCRs  and  hospital-specific 
departmental  CCRs  for  each  hospital  for 
which  we  had  CY  2009  claims  data  fi’om 
the  most  recent  available  hospital  cost 
reports,  in  most  cases,  cost  reports 
beginning  in  CY  2008.  For  the  CY  2011 
OPPS  proposed  rates,  we  used  the  set  of 


claims  processed  during  CY  2009.  We 
applied  the  hospital-specific  CCR  to  the 
hospital’s  charges  at  the  most  detailed 
level  possible,  based  on  a  revenue  code- 
to-cost  center  crosswalk  that  contains  a 
hierarchy  of  CCRs  used  to  estimate  costs 
firom  charges  for  each  revenue  code. 

That  crosswalk  is  available  for  review 
and  continuous  comment  on  the  CMS 
Web  site  at:  http://www.cms.gov/ 
HospitalOutpatientPPS/03_crosswalk. 
asp#TopOfPage. 

To  ensure  the  completeness  of  the 
revenue  code-to-cost  center  crosswalk, 
we  reviewed  changes  to  the  list  of 
revenue  codes  for  CY  2009  (the  year  of 
the  claims  data  we  used  to  calculate  the 
CY  2011  OPPS  proposed  payment  rates). 
For  CY  2009,  there  were  several  changes 
to  these  revenue  codes.  The  National 
Uniform  Billing  Committee  (NUBC)  is 
the  organization  that  is  responsible  for 
the  data  specifications  for  the  Uniform 
Bill  (currently  the  UB-04).  For  CY  2009, 
the  NUBC  changed  the  title  of  revenue 
code  series  076X  from  “Specialty 
Room — Treatment/Observation  Room” 
to  “Specialty  Services”  and  changed  the 
title  of  subclassification  revenue  code 
0762  from  “Observation  Room”  to 
“Observation  Hours.”  We  did  not 
propose  to  change  the  revenue  code-to- 
cost  center  crosswalk  as  a  result  of  this 
change  because  we  believe  that 
hospitals  have  historically  reported 
charges  for  observation  based  on  hours 
of  care  and  that  this  change  reflects 
existing  practices.  In  addition,  for  CY 
2009,  NUBC  removed  a  note  that 
indicated  that  subcategory  revenue 
codes  0912,  Behavioral  Health 
Treatment/Services  (also  see  091X,  an 
extension  of  090X),  and  0913, 

Behavioral  Health  Treatment/Services — 
Extension  of  090X,  were  designed  as 
zero-billed  revenue  codes  (that  is,  no 
dollar  in  the  amount  field).  This  change 
has  no  impact  on  the  revenue  code-to- 


cost  center  crosswalk.  We  note  that  the 
addition  of  revenue  codes  with  effective 
dates  in  CY  2010  is  not  relevant  to  this 
process  because  the  revenue  codes  were 
not  applicable  to  claims  for  services 
furnished  during  CY  2009. 

We  calculated  CCRs  for  the  standard 
and  nonstandard  cost  centers  accepted 
by  the  electronic  cost  report  database.  In 
general,  the  most  detailed  level  a.t  which 
we  calculated  CCRs  was  the  hospital- 
specific  departmental  level.  For  a 
discussion  of  the  hospital-specific 
overall  ancillary  CCR  calculation,  we 
refer  readers  to  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
67983  through  67985).  One 
longstanding  exception  to  this  general 
methodology  for  calculation  of  CCRs 
used  for  converting  charges  to  costs  on 
each  claim  is  the  calculation  of  median 
blood  costs,  as  discussed  in  section 
II.A.2.d.(2)  of  the  proposed  rule  and  this 
final  rule  with  comment  period  and 
which  has  been  our  standard  policy 
since  the  CY  2005  OPPS. 

For  the  CCR  calculation  process,  we 
used  the  same  general  approach  that  we 
used  in  developing  the  final  APC  rates 
for  CY  2007  and  thereafter,  using  the 
revised  CCR  calculation  that  excluded 
the  costs  of  paramedical  education 
programs  and  weighted  the  outpatient 
charges  by  the  volume  of  outpatient 
services  furnished  by  the  hospital.  We 
refer  readers  to  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  for  more 
information  (71  FR  67983  through 
67985).  We  first  limited  the  population 
of  cost  reports  to  only  those  for 
hospitals  that  filed  outpatient  claims  in 
CY  2009  before  determining  whether  the 
CCRs  for  such  hospitals  were  valid. 

We  then  calculated  the  CCRs  for  each 
cost  center  and  the  overall  ancillary 
CCR  for  each  hospital  for  which  we  had 
claims  data.  We  did  this  using  hospital- 
specific  data  from  the  Hospital  Cpst 
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Report  Information  System  (HCRIS).  We 
used  the  most  recent  available  cost 
report  data,  in  most  cases,  cost  reports 
with  cost  reporting  periods  beginning  in 
CY  2007.  For  the  proposed  rule,  we 
used  the  most  recently  submitted  cost 
reports  to  calculate  the  CCRs  to  be  used 
to  Calculate  median  costs  for  the 
proposed  CY  2011  OPPS  payment  rates. 

If  the  most  recent  available  cost  report 
was  submitted  but  not  settled,  we 
looked  at  the  last  settled  cost  report  to 
determine  the  ratio  of  submitted  to 
settled  cost  using  the  overall  ancillary 
CCR,  and  we  then  adjusted  the  most 
recent  available  submitted  but  not 
settled  cost  report  using  that  ratio.  We- 
then  calculated  both  an  overall  ancillary 
CCR  and  cost  center-specific  CCRs  for 
each  hospital.  We  used  the  overall 
'ancillary  CCR  referenced  in  section 
II.A.l.c.  of  the  proposed  rule  for  all 
purposes  that  require  use  of  an  overall 
ancillary  CCR. 

Since  the  implementation  of  the 
OPPS,  some  commenters  have  raised 
concerns  about  potential  bids  in  the 
OPPS  cost-based  weights  due  to  “charge 
compression,”  which  is  the  practice  of 
applying  a  lower  charge  markup  to 
higher-cost  services  and  a  higher  charge 
markup  to  lower-cost  services.  As  a 
result,  the  cost-based  weights  may 
reflect  some  aggregation  bias, 
undervaluing  high-cost  items  and 
overvaluing  low-cost  items  when  an 
estimate  of  average  markup,  embodied 
in  a  single  CCR,  is  applied  to  items  of 
widely  varying  costs  in  the  same  cost 
center. 

To  explore  this  issue,  in  August  2006, 
we  awarded  a  contract  to  RTI 
International  (RTI)  to  study  the  effects  of 
charge  compression  in  calculating  the 
IPPS  cost-based  relative  weights, 
particularly  with  regard  to  the  impact 
on  inpatient  diagnosis-related  group 
(DRG)  payments,  and  to  consider 
methods  to  better  capture  the  variation 
in  cost  and  charges  for  individual 
services  when  calculating  costs  for  the 
IPPS  relative  weights  across  services  in 
the  same  cost  center.  RTI  issued  a  report 
in  March  2007  with  its  findings  on 
charge  compression,  which  is  available 
on  the  CMS  Web  site  at:  http:// 
www.cms.gov/reports/downloads/ 
Dalton.pdf.  Although  this  report  was 
focused  largely  on  charge  compression 
in  the  context  pf  the  IPPS  cost-based 
relative  weights,  because  several  of  the 
findings  were  relevant  to  the  OPPS,  we 
discussed  that  report  in  the  CY  2008 
OPPS/ASC  proposed  rule  (72  FR  42641 
through  42643)  and  discussed  those 
findings  again  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66599  through  66602). 


In  August  2007,  we  contracted  with 
RTI  to  evaluate  the  cost  estimation 
process  for  the  OPPS  relative  weights 
because  its  2007  report  had 
concentrated  on  IPPS  DRG  cost-based 
relative  weights.  The  results  of  RTFs 
analyses  had  implications  for  both  the 
OPPS  APC  cost-based  relative  weights 
and  the  IPPS  MS-DRG  (Medicare 
severity)  cost-based  relative  weights. 

The  RTI  final  report  can  be  found  on 
RTFs  Web  site  at:  http://www.rti.org/ 
reports/cms/HHSM-500-2005-00291/ 
PDF/Refining_Cost_to_Charge_ 
Ratios_200807_Final.pdf.  For  a 
complete  discussion  of  tbe  RTI 
recommendations,  public  comments, 
and  our  responses,  we  refer  readers  to 
the  CY  2009  OPPS/ASC  final  rule  with 
comrhent  period  (73  FR  68519  through 
68527). 

We  addressed  the  RTI  finding  that 
there  was  aggregation  bias  in  both  the 
IPPS  and  the  OPPS  eost  estimation  of 
expensive  and  inexpensive  medical 
supplies  in  the  FY  2009  IPPS  final  rule. 
Specifically,  we  finalized  our  proposal 
for  both  the  OPPS  and  IPPS  to  create 
one  cost  center  for  “Medical  Supplies 
Charged  to  Patients”  and  one  cost  center 
for  “Implantable  Devices  Charged  to 
Patients,”  essentially  splitting  the  then 
current  CCR  for  “Medical  Supplies  and 
Equipment”  into  one  CCR  for  low-cost 
medical  supplies  and  another  CCR  for 
high-cost  implantable  devices  in  order 
to  mitigate  some  of  the  effects  of  charge 
compression.  Accordingly,  in 
Transmittal  20  of  the  Provider 
Reimbursement  Manual,  Part  II  (PRM- 
II),  Chapter  36,  Form  CMS-2552-96, 
which  was  issued  in  July  2009,  we 
created  a  new  subscripted  Line  55.01  on 
Worksheet  A  for  the  “Implantable 
Devices  Charged  to  Patients”  cost  center. 
This  new  subscripted  cost  center, 
placed  under  the  standard  line  for 
“Medical  Supplies  Charged  to  Patients,” 
is  available  for  use  for  cost  reporting 
periods  beginning  on  or  after  May  1, 
2009.  A  subscripted  cost  center  is  the 
addition  of  a  separate  new  cost  center 
line  and  description  which  bears  a 
logical  relationship  to  the  standard  cost 
center  line  and  is  located  immediately 
following  a  standard  cost  center  line. 
Subscripting  a  cost  center  line  adds 
flexibility  and  cost  center  expansion 
capability  to  the  cost  report.  For 
example.  Line  55  of  Worksheet  A  on 
Form  CMS  2552-96  (the  Medicare 
hospital  cost  report)  is  “Medical 
Supplies  Charged  to  Patients.”  The 
additional  cost  center,  which  isolates 
the  costs  -of  “Implantable  Medical 
Supplies  Charged  to  Patients”,  was 
created  by  adding  subscripted  Line 
55.01  to  Wxirksheet  A. 


Because  there  is  approximately  a  3- 
year  lag  in  the  availability  of  cost  report 
data  for  IPPS  and  OPPS  ratesetting 
purposes  in  a  given  calendar  year,  we 
believe  we  will  be  able  to  use  data  from 
the  revised  cost  report  form  to  estimate 
costs  from  charges  for  implantable 
devices  for  the  CY  2013  OPPS  relative 
weights.  For  a  complete  discussion  of 
the  rationale  for  the  creation  of  the  neW 
cost  center  for  “Implantable  Devices 
Charged  to  Patients,”  public  comments, 
and  our  responses,  we  refer  readers  to 
the  FY  2009  IPPS  final  rule  (73  FR 
48458  through  45467). 

.  In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period,  we  indicated  that 
we  would  be  making  some  OPPS- 
specific  changes  in  response  to  the  RTI 
report  recorhmendations.  Specifically, 
these  changes  included  modifications  to 
the  cost  reporting  software  and  the 
addition  of  three  new  nonstandard  cost 
centers.  With  regard  to  modifying  the 
cost  reporting  preparation  software  in 
order  to  offer  additional  descriptions  for 
nonstandard  cost  centers  to  improve  the 
accuracy  of  reporting  for  nonstandard 
cost  centers,  we  indicated  that  the 
change  would  be  made  for  the  next 
release  of  the  cost  report  software.  These 
changes  have  been  made  to  the  cost 
reporting  software  with  the 
implementation  of  CMS  Transmittal  21, 
under  Chapter  36  of  the  Provider 
Reimbursement  Manual — Part  II, 
available  online  at  http:// 
www.cms.hhs.gov/ManuaIs/PRM/, 
which  is  effective  for  cost  reporting 
periods  ending  on  or  after  October  1, 
2009. 

We  also  indicated  that  we  intended  to 
add  new  nonstandard  cost  centers  for 
Cardiac  Rehabilitation,  Hyperbaric 
Oxygen  Therapy,  and  Lithotripsy.  We 
note  that  in  January  2010,  CMS  issued 
Transmittal  21  which  updated  the 
PRM-II,  Chapter  36,  Form  CMS-2552- 
96.  One  of  the  updates  in  this 
transmittal  established  nonstandard  cost 
centers  for  Cardiac  Rehabilitation, 
Hyperbaric  Oxygen  Therapy,  and 
Lithotripsy  for  use  on  Worksheet  A. 
These  three  new  nonstandard  cost 
centers  are  now  available  for  cost 
reporting  periods  ending  on  or  after 
October  1,  2009. 

Furthermore,  we  noted  in  the  FY  2010 
IPPS/LTCH  PPS  final  rule  (74  FR  43781 
through  43782)  that  we  were  updating 
the  cost  report  form  to  eliminate 
outdated  requirements,  in  conjunction 
with  the  Paperwork  Reduction  Act 
(PRA),  and  that  we  had  proposed  actual 
changes  to  the  cost  reporting  form,  the 
attending  cost  reporting  software,  and 
the  cost  report  instructions  in  Chapters 
36  and  40  of  the  PRM-II.  The  new  draft 
hospital  cost  report  Form  CMS-2552-10 
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was  published  in  the  Federal  Register 
on  July  2,  2009,  and  w'as  subject  to  a  60- 
day  review  and  comment  period,  which 
ended  on  August  31,  2009.  We  received 
numerous  comments  on  the  draft 
hospital  cost  report  Form  CMS-2552— 

10,  specifically  regarding  the  creation  of 
new  cost  centers  firom  which  data  might 
be  used  in  the  OPPS  cost-based  relative 
weights  calculation.  We  proposed  to 
create  new  standard  cost  centers  for 
Computed  Tomography  (CT),  Magnetic 
Resonance  Imaging  (MRI),  and  Cardiac 
Catheterization  in  Form  CMS-2552-10. 
We  also  stated  that  If  these  standard  cost 
centers  are  finalized,  when  the  data 
become  available,  we  would  analyze  the 
cost  and  charge  data  to  determine  if  it 
is  appropriate  to  use  those  data  to  create 
distinct  CCRs  from  these  cost  centers  in 
setting  the  relative  weights.  For  a 
discussion  of  these  cost  centers,  we  refer 
readers  to  the  FY  2011 IPPS/LTCH  PPS 
final  rule  (75  FR  50075  through  50080). 
Comments  will  be  addressed  in  detail  in 
the  Federal  Register  notice  that  will 
finalize  Form  CMS-2552-10.  The 
revised  draft  of  hospital  cost  report 
Form  CMS-2552-10  went  on  public 
display  on  April  23,  2010,  and  appeared 
in  the  Federal  Register  on  April  30, 

2010  (75  FR  22810]  with  a  30-day  public 
comment  period.  The  public  comment 
period  ended  on  June  1,  2010.  We 
believe  that  improved  cost  report 
software,  the  incorporation  of  new 
standard  and  nonstandard  cost  centers, 
and  the  elimination  of  outdated 
requirements  will  improve  the  accuracy 
of  the  cost  data  contained  in  the 
electronic  cost  report  data  files  and,  ' 
therefore,  the  accuracy  of  our  cost 
estimation  processes  for  the  OPPS 
relative  weights.  We  will  continue  our 
standard  practice  of  examining  ways  in 
which  we  can  improve  the  accuracy  of 
our  cost  estimation  processes. 

Comment:  One  commenter  noted  that 
Medicare  cost  report  data  show  that 
there  is  still  much  confusion  about  how 
hospitals  should  report  the  costs  of  large 
imaging  equipment.  Consequently,  the 
commenter  recommended  that  CMS 
delay  implementation  of  the  new  CT 
and  MRI  cost  center  data  until  the  cost 
reports  reflect  at  least  90  percent  of  CT 
and  MRI  capital  costs,  based  on  a 
comparison  to  industry  average 
equipment  purchases.  Some 
commenters  requested  that  CMS  delay 
establishing  the  new  standard  cost 
centers  for  CT  and  MRI  until  the  causes 
of  the  associated  payment  distortions 
are  understood  and  cost  reporting  is 
improved  to  more  properly  allocate 
large  capital  costs.  The  commenters 
requested  more  careful  analysis  of  the 
impact  of  creating  the  cost  centers 


because  of  the  payment  impacts  on 
other  Medicare  payment  systems. 

Several  commenters  encomaged  CMS  to 
continue  monitoring  the  reporting  of  CT 
and  MRI  capital  costs  over  the  next  few 
years.  Some  commenters  recommended 
that  CMS  provide  explicit,  unambiguous 
guidance  to  hospitals  on  how  to 
improve  allocation  of  the  large  capital 
costs  of  imaging  equipment  directly  to 
the  new  MRI  or  CT  cost  centers.  Several 
commenters  supported  the  decision  to 
establish  a  standard  cost  center  for 
cardiac  catheterization  but  did  not 
support  the  creation  of  cost  centers  for 
CT  and  MRI.  Other  commenters  asked 
that  CMS  ensure  that  all  hospitals  are 
fully  educated  about  the  cost  center 
requirements,  ensure  that  the  cost 
centers  are  implemented  in  a  timely 
manner,  and  validate  the  accuracy  of  the 
data  produced  by  the  new  cost  centers 
to  ensure  that  they  are  correct  and  result 
in  more  accurate  ratesetting.  They  did 
not  support  use  of  the  resulting  cost 
center  data  at  the  departmental  level  for 
ratesetting  until  after  CMS  has  produced 
information  on  the  impact  of  the  use  of 
such  data. 

Response:  We  understand  the 
commenters’  statements  regarding  the 
challenges  and  difficulties  in 
appropriately  reporting  the  cost  and 
charge  data  accurately  for  these 
stemdard  cost  centers.  We  responded  to 
these  concerns  in  the  FY  2011 IPPS/ 
LTCH  final  rule,  including  the  treatment 
of  CT  and  MRI  equipment  costs  as 
“major  moveable  equipment”  rather  than 
as  a  “building  equipment  cost,”  our  goal 
of  obtaining  more  accurate  data  in 
creating  these  new  standard  cost 
centers,  the  application  of  these 
standard  cost  centers  only  for  those 
hospitals  who  maintain  distinct 
departments  or  accounts  in  their 
internal  accounting  systems  for  CT 
scanning,  MRI  or  CcU-diac 
catheterization,  and  other  concerns  (75 
FR  50076  through  50080).  However,  we 
note  that  hospitals  have  been 
responsible  for  properly  reporting  the 
cost  of  the  equipment  and  facilities  that 
are  necessary  to  furnish  services  for  the 
many  years  since  the  inception  of  the 
Medicare  program  and  that  the  creation 
of  cost  centers  for  CT,  MRI,  and  cardiac 
rehabilitation  does  not  alter  the 
fundamental  principles  of  cost  reporting 
to  which  hospitals  have  been  and 
remain  bound  and  for  which  they 
should  follow  the  instructions  in  the 
Medicare  Provider  Reimbursement 
Manual. 

In  the  FY  2011  IPPS/LTCH  PPS  final 
rule  (75  FR  50080),  we  finalized  a  policy 
of  establishing  standard  cost  centers  for 
CT  scanning,  MRI  scans,  and  cardiac 
catheterization.  This  policy  required 


hospitals  that  furnish  these  services  and 
maintain  distinct  departments  or 
accounts  in  their  internal  accounting 
systems  for  them  to  report  the  costs  and 
charges  under  the  new  cost  centers  on 
the  revised  Medicare  cost  report  Form 
CMS  2552-10  for  cost  report  periods 
beginning  on  or  after  May  1,  2010.  We 
established  these  standard  cost  centers 
because  we  believe  that  we  should 
collect  cost  and  charge  data  for  these 
areas,  and  use  those  data  to  assess  the' 
resulting  CCRs  specific  to  CT  scanning 
and  MRI  services  as  a  possible  means  of 
eliminating  aggregation  bias  for  these 
and  other  radiology  services  in  the  IPPS 
and  the  OPPS.  We  believe  that 
establishing  these  standard  cost  centers 
is  necessary  to  improving  the  accuracy 
of  estimating  costs  for  imaging  services 
and  will  allow  us  to  perform  the  impact 
assessment  that  some  commenters  want 
us  to  do. 

In  the  FY  2011  IPPS/LTCH  PPS 
proposed  rule  (75  FR  23880)  and  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46196),  we  noted  that  there  is  typically 
a  3-year  lag  between  the  availability  of 
the  cost  report  data  that  we  use  to 
calculate  the  relative  weights  both 
under  the  EPPS  and  the  OPPS  and  a 
given  fiscal  or  calendar  year,  and 
therefore  the  data  from  the  standard  cost 
centers  for  CT  scans,  MRI,  and  cardiac 
catheterization  respectively,  should  they 
be  finalized,  would  not  be  available  for 
possible  use  in  calculating  the  relative 
weights  earlier  than  3  years  after  Form 
CMS-2552-10  becomes  available.  At 
that  time,  we  would  analyze  the  data 
and  determine  if  it  is  appropriate  to  use 
those  data  to  create  distinct  CCRs  from 
these  cost  centers  for  use  in  the  relative 
weights  for  the  respective  payment 
systems.  Therefore,  we  wish  to  reassure 
the  commenters  that  there  is  no  need  for 
immediate  concern  regarding  possible 
negative  payment  impacts  on  MRI  and 
CT  scans  under  the  IPPS  and  the  OPPS. 
We  will  first  thoroughly  analyze  and 
run  impacts  on  the  data  and  provide  the 
public  with  the  opportunity  to 
comment,  as  usual,  before  distinct  CCRs 
for  MRI  and  CT  scans  would  be 
finalized  for  use  in  the  calculation  of  the 
relative  weights.  Our  decision  to  finalize 
our  proposal  regarding  cost  centers  for 
these  services  is  only  the  first  step  to  a 
longer  process  during  which  we  will 
continue  to  consider  public  comment. 

Comment:  One  commenter  expressed 
concern  over  potential  payment  changes 
for  cryoablation  probes  as  a  result  of  the 
cost  center  creation  of  “Implantable 
Devices  Charged  to  Patients”  and  how 
hospitals  bill  for  them.  The  commenter 
stated  that  claims  data  show  hospitals 
typically  billing  for  cryoablation  probes 
using  revenue  code  0272  (Medical/ 
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Surgical  Supplies;  Sterile  Supplies) 
rather  than  revenue  code  0278  {Medical/ 
Surgical  Supplies:  Other  Implants).  The 
commenter  requested  that  interim 
payment  measures  regarding  how  the 
rates  are  calculated  he  considered  until 
the  data  demonstrates  appropriate 
revenue  assignment  of  the  devices  into 
revenue  code  0278,  suggesting  that,  in 
the  event  that  payment  for  the  prohes 
decreases,  hospitals  may  elect  not  to 
provide  the  service. 

Response:  In  the  FY  2009  IPPS  filial 
rule  (73  FR  48458  through  48467),  we 
explained  in  detail  the  reasoning  behind 
the  development  of  the  cost  center  split 
for  the  “Medical  Supplies  Charged  to . 
Patients”  cost  center  and  our  decision  to 
ultimately  have  hospitals  use  the 
American  Hospital  Association’s 
National  Uniform  Billing  Committee 
(NUBC)  revenue  codes  to  determine 
what  would  be  reported  in  the  “Medical 
Supplies  Charged  to  Patients”  and  the 
“Implantable  Devices  Charged  to 
Patients”  cost  centers.  In  that 
discussion,  we  noted  that  while  we 
require  that  the  device  broadly  be 
considered  implantable  to  have  its  costs 
and  charges  included  in  the  new 
“Implantable  Devices  Charged  to 
Patients”  cost  center,  our  final  policy 
did  not  require  the  device  to  remain  in 
the  patient  at  discharge  (73  FR  48462 
through  48463).  In  response  to 
comments  on  our  proposal  to  create  the 
new  cost  center  in  the  FY  2009  IPPS 
final  rule,  we  did  define  the  new 
“Implantable  Devices  Charged  to 
Patients”  cost  center  by  the  revenue 
codes  that  we  believe  would  map  to  this 
cost  center  to  facilitate  ease  of  reporting 
by  hospitals.  We  note  that  revenue  code 
definitions  are  established  by  the  NUBC, 
and  we  fully  expect  hospitals  to  follow 
existing  guidelines  regarding  revenue 
code  use.  As  we  stated  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period,  with  regard  to  reporting 
cryoablation  probes,  we  do  not  believe 
that  the  current  NUBC  definition  of  • 
revenue  code  0278  (Medical/Surgical 
Supplies  and  Devices  (also  see  062x,  an 
extension  of  027x);  Other  implants. (a)) 
precludes  reporting  hospital  charges  for 
cryoablation  probes  under  this  revenue 
code  (74  FR  60344).  Therefore,  we 
believe  hospitals  can  report  charges  for 
cryoablation  probes  under  the  revenue 
code  0278  using  the  definitions  in  the 
official  UB-04  Data  Specifications 
Manual. 

In  the  FY  2009  IPPS  final  rule,  we 
noted  that  using  existing  revenue  codes 
and  definitions  as  they  have  been 
currently  established  by  the  NUBC 
made  sense,  as  the  definitions  have  been 
in  place  for  some  time  and  are  used 
across  all  payors  (73  FR  48461).  Further, 


we  noted  that  that  methodology  and  the 
accuracy  of  the  relative  weights  are 
heavily  dependent  upon  hospitals’ 
reporting  practices.  Nothing  precludes  a 
hospital  that  currently  reports  charges 
for  cryoablation  probes  under  revenue 
code  0272  from  changing  the  revenue 
code  under  which  it  reports  charges  for 
cryoablation  probes  to  revenue  code 
0278  or  otherwise,  if  it  determines  that 
doing  so  would  result  in  more 
appropriate  payment  for  the  service. 

While  CMS  is  responsible  for  issuing 
cost  reporting  instructions  that  are  clear, 
hospitals  are  responsible  for  ensuring 
that  their  cost  reporting  and  billing 
practices  are  consistent  and  conform  to 
Medicare  policy.  We  fully  expect 
providers  to  follow  existing  guidelines 
regarding  revenue  code  use,  and  we  see 
no  basis  on  which  to  make  payment  on 
a  basis  other  than  the  standard  OPPS 
methodology.  Therefore,  we  are  not 
adopting  an  interim  payment  measure 
in  the  median  cost  calculation  of 
cryoablation  probes. 

Comment:  One  commenter  requested 
that  CMS  acknowledge  current  payment 
inaccuracies  for 

Magnetoencephalography  (MEG),  also 
known  as  Magnetic  Source  Imaging.  The 
commenter  asked  CMS  to  create  a  cost 
center  on  the  Medicare  cost  report  that 
would  be  used  solely  to  capture 
hospitals’  costs  of  MEG  and  indicated 
that  the  NUBC  had  approved  a  request 
for  a  dedicated  revenue  code  for  the 
reporting  of  charges  for  MEG.  The 
commenter  argued  that  if  CMS  would 
create  a  cost  center  for  the  costs  of  MEG 
from  which  a  specific  CCR  could  be 
developed  for  application  to  MEG 
charges,  the  resulting  median  cost 
would  be  a  more  accurate  reflection  of 
the  cost  of  MEG  and  would,  therefore, 
result  in  more  appropriate  payment.  The 
commenter  suggested  that,  based  on 
previous  experience  where  subscripted 
lines  created  for  MEG  identified 
significantly  different  CCRs  for  the 
service,  there  was  evidence  that  the 
current  methodology  of  calculating 
payment  for  MEG  was  flawed. 

Response:  We  disagree  that  a  new  cost 
center  is  needed  to  capture  the  costs  of 
MEG.  Over  the  past  several  years,  we 
have  either  proposed  or  discussed 
potential  new  standard  and  nonstandard 
cost  centers  for  the  Medicare  hospital 
cost  report  in  our  2008,  2009,  and  2010 
hospital  inpatient  and  outpatient  final 
rules.  All  of  the  potential  cost  centers 
that  we  have  discussed  for  addition  to 
the  cost  report,  whether  standard  or 
nonstandard,  have  demonstrated 
volume  in  the  electronic  hospital  cost 
report  data.  In  its  July  2008  report  on 
using  cost  report  data  to  estimate  costs 
for  both  the  IPPS  and  OPPS  [http:// 


www.rti.org/reports/cms/),  RTI 
International  examined  the  electronic 
hospital  cost  report  database  and 
recommended  new  standard  and 
nonstandard  cost  centers  on  the  basis  of 
reporting  volume  across  hospitals.  RTI 
International  typically  identified  no 
fewer  than  200  institutions  reporting  a 
specific  service  category,  such  as 
cardiac  catheterization  or  cardiac 
rehabilitation,  in  subscripted  or  other 
lines  for  the  new  nonstandard  and 
standard  cost  centers.  Historically,  our 
rationale  for  adding  official  nonstandard 
cost  centers  to  the  cost  report  has  been 
at  the  request  of  Medicare  contractors 
experiencing  a  significant  volume  of 
requests  for  a  cost  center  for  a  specific 
type  of  service. 

In  contrast,  the  volume  of  MEG 
services  is  extremely  low.  In  the 
hospital  outpatient  CY  2010  OPPS 
claims  data,  hospitals  reported  131  units 
of  MEG  spread  among  the  three  CPT 
codes  for  MEG  among  the  three  CPT 
codes  for  MEG:  52  units  of  CPT  code 

95965  (Magnetoencephalography 
(MEG),  recording  and  analysis;  for 
spontaneous  brain  magnetic  activity 
(e.g.  epileptic  cerebral  cortex 
localization));  39  units  of  CPT  code 

95966  (Magnetoencephalography 
(MEG),  recording  and  analysis;  for 
spontaneous  brain  magnetic  activity 
(e.g.  epileptic  cerebral  cortex 
localization)  for  evoked  magnetic  fields, 
single  modality  (e.g.  sensory,  motor, 
language  or  visual  cortex  localization)); 
and  40  units  of  CPT  code  95967 
(Magnetoencephalography  (MEG), 
recording  and  analysis;  for  spontaneous 
brain  magnetic  activity  (e.g.  epileptic 
cerebral  cortex  localization),  for  evoked 
magnetic  fields,  each  additional 
modality  (e.g.  sensory,  motor  language, 
or  visual  cortex  localization  (List 
separately  in  addition  to  code  for 
primary  procedure))).  This  continues 
the  pattern  of  low  volumes  of  the  total 
of  the  3  MEG  codes  that  have  been 
reported  in  the  outpatient  setting  since 
the  creation  of  the  codes  in  CY  2005  (39 
in  CY  2005,  75  in  CY  2006,  102  units 

in  CY  2007,  75  units  in  2008,  131  units 
in  2009).  Moreover  in  CY  2009,  only  13 
hospitals  reported  CPT  code  95965,  the 
highest  volume  of  the  3  MEG  codes.  We 
do  not  believe  that  it  is  necessary  to 
create  a  cost  center  for  a  service  for 
which  so  few  providers  furnish  so  few 
services  in  a  year.  We  recognize  that  our 
claims  data  show  only  Medicare 
hospital  outpatient  billings  and  that 
there  are  likely  to  be  more  MEG  services 
that  are  furnished  to  Medicare 
beneficiaries  who  are  in  covered 
inpatient  stays  and  to  patients  who  are 
not  Medicare  beneficiaries.  However, 
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the  extremely  low  volume  of  claims  for 
MEG  services  furnished  to  Medicare 
beneficiaries  in  the  hospital  outpatient 
setting  and  the  extremely  low  number  of 
hospitals  that  report  these  codes  relative 
to  the  volumes  we  typically  have 
considered  in  adding  both  standard  and 
nonstandard  cost  centers  to  the  cost 
report  lead  us  to  conclude  that  a  specific 
cost  center  for  MEG  is  not  justified  at 
this  time. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  ourCY  2011  proposal, 
without  modification,  to  continue  to 
assign  CPT  code  95965  (which  has  a 
CPT  level  median  of  approximately 
$2,521)  to  APC  0067,  with  a  final  CY 
2010  APC  median  cost  of  approximately 
$3,272,  on  which  payment  will  be 
based,  and  to  continue  to  assign  CPT 
codes  95966  (which  has  a  CPT  level 
median  of  approximately  $1,632)  and 
96967  (which  has  9  CPT  level  median  of 
approximately  $1,415)  to  APC  0065, 
with  a  final  CY  2010  APC  median  cost 
of  approximately  $967,  on  which  the 
payment  will  be  based. 

2.  Data  Development  Process  and 
Calculation  of  Median  Costs 

In  this  section  of  this  final  rule  with 
comment  period,  we  discuss  the  use  of 
claims  to  calculate  final  OPPS  payment 
rates  for  CY  2011.  The  hospital  OPPS 
page  on  the  CMS  Web  site  on  which  this 
final  rule  with  comment  period  is 
posted  provides  an  accounting  of  claims 
used  in  the  development  of  the  final 
payment  rates  at:  http://www.cms.gov/ 
HospitalOutpatientPPS.  The  accounting 
of  claims  used  in  the  development  of 
this  final  rule  with  comment  period  is 
included  on  the  CMS  Web  site  under 
supplemental  materials  for  this  CY  2011 
OPPS/ASC  final  rule  with  comment 
period.  That  accounting  provides 
additional  detail  regarding  the  number 
of  claims  derived  at  each  stage  of  the 
process.  In  addition,  below  in  this 
section  we  discuss  the  file  of  claims  that 
comprises  the  data  set  that  is  available 
for  purchase  under  a  CMS  data  use 
agreement.  Our  CMS  Web  site,  http:// 
ivmv.  cms.gov/Hdspi  talOu  tpatien  tPPS, 
includes  information  about  purchasing 
the  “OPPS  Limited  Data  Set,”  which 
now  includes  the  additional  variables 
previously  available  only  in  the  OPPS 
Identifiable  Data  Set,  including  ICD-9- 
CM  diagnosis  codes  and  revenue  code 
payment  amounts.  This  file  is  derived 
from  the  CY  2009  claims  that  were  used 
to  calculate  the  final  payment  rates  for 
the  CY  2011  OPPS. 

We  used  the  methodology  described 
in  sections  II.A.2.a.  through  II.A.2.e.  of 
this  final  rule  with  comment  period  to 
calculate  the  median  costs  we  use  to 


establish  the  relative  weights  used  in 
calculating  the  final  OPPS  payment 
rates  for  CY  201 1  shown  in  Addenda  A 
and  B  to  this  final  rule  with  comment 
period.  We  refer  readers  to  section 
il.A.4.  of  this  final  rule  with  comment 
period  for  a  discussion  of  the 
conversion  of  APC  median  costs  to 
scaled  payment  weights. 

a.  Claims  Preparation 

For  this  final  rule  with  comment 
period,  we  used  the  CY  2009  hospital 
outpatient  claims  processed  before  July 
1,  2010  to  calculate  the  median  costs  of 
APCs  that  underpin  the  final  relative 
weights  for  CY  2011.  To  begin  the 
calculation  of  the  relative  weights  for 
CY  2011,  we  pulled  all  claims  for 
outpatient  services  furnished  in  CY 
2009  ft-om  the  national  claims  history 
file.  This  is  not  the  population  of  claims 
paid  under  the  OPPS,  but  all  outpatient . 
claims  (including,  for  example,  critical 
access  hospital  (CAH)  claims  and 
hospital  claims  for  clinical  laboratory 
services  for  persons  who  are  neither 
inpatients  nor  outpatierits  of  the 
hospital). 

VVe  then  excluded  claims  with 
condition  codes  04,  20,  21,  and  77. 

These  are  claims  that  providers 
submitted  to  Medicare  knowing  that  no 
payment  would  be  made.  For  example, 
providers  submit  claims  with  a 
condition  code  21  to  elicit  an  official 
denial  notice  from  Medicare  and 
document  that  a  service  is  not  covered. 
We  then  excluded  claims  for  services 
furnished  in  Maryland,  Guam,  the  U.S. 
Virgin  Islands,  American  Samoa,  and 
the  Northern  Mariana  Islands  because 
hospitals  in  those  geographic  areas  are 
not  paid  under  the  OPPS. 

We  divided  the  remaining  clain^s  into 
the  three  groups  shown  below.  Groups 
2  and  3  comprise  the  110  million  claims 
that  contain  hospital  bill  types  paid 
under  the  OPPS. 

1.  Claims  that  were  not  bill  types  12X, 
13X  (hospital  bill  types),  14x  (laboratory 
specimen  bill  types),  or  76X  (CMHC  bill 
types).  Other  bill  types  are  not  paid 
under  the  OPPS  and,  therefore,  these 
claims  were  not  used  to  set  OPPS 
payment. 

2.  Claims  that  were  bill  types  12X, 

13X  or  14X.  Claims  with  bill  types  12X 
and  13X  are  hospital  outpatient  claims. 
Claims  with  bill  type  14X  are  laboratory 
specimen  claims,  of  which  we  use  a 
subset  for  the  limited  number  of 
services  in  these  claims  that  are  paid 
under  the  OPPS. 

3.  Claims  that  were  bill  type  76X 
(CMHC). 

To  convert  charges  on  the  claims  to 
estimated  cost,  we  multiplied  the 
charges  on  each  claim  by  the 


appropriate  hospital  specific  CCR 
associated  with  the  revenue  code  for  the 
charge  as  discussed  in  section  II.A.l.c. 
of  this  final  rule  with  comment  period. 
We  then. flagged  and  excluded  CAH 
claims  (which  are  not  paid  under  the 
OPPS)  and  claims  from  hospitals  with 
invalid  OCRs.  The  latter  included  claims 
from  hospitals  without  a  CCR;  those 
from  hospitals  paid  an  all-inclusive  rate; 
those  from  hospitals  with  obviously 
erroneous  CCRs  (greater  than  90  or  less 
than  0.0001);  and  those  from  hospitals 
with  overall  ancillary  CCRs  that  were 
identified  as  outliers  (3  standard 
deviations  from  the  geometric  mean 
after  removing  error  CCRs).  In  addition, 
we  trimmed  the  CCRs  at  the  cost  center 
(that  is,  departmental)  level  by  removing 
the  CCRs  for  each  cost  center  as  outliers 
if  they  exceeded  +/  —  3  standard 
deviations  from  the  geometric  mean.  We 
used  a  four-tiered  hierarchy  of  cost 
center  CCRs,  which  is  the  revenue  code- 
to-cost  center  crosswalk,  to  match  a  cost 
center  to  every  possible  revenue  code 
appearing  in  the  outpatient  claims  that 
is  relevant  to  OPPS  services,  with  the 
top  tier  being  the  friost  common  cost 
center  and  the  last  tier  being  the  default 
CCR.  If  a  hospital’s  cost  center  CCR  was 
deleted  by  trimming,  we  set  the  CCR  for 
that  cost  center  to  “missing”  so  that 
another  cost  center  CCR  in  the  revenue 
center  hierarchy  could  apply.  If  no  other 
cost  center  CCR  could  apply  to  the 
revenue  code  on  the  claim,  we  used  the 
hospital’s  overall  ancillary  CCR  for  the 
revenue  code  in  question  as  the  default 
CCR.  For  example,  if  a  visit  was 
reported  under  the  clinic  revenue  code 
but  the  hospital  did  not  have  a  clinic 
cost  center,  we  mapped  the  hospital- 
specific  overall  ancillary  CCR  to  the 
clinic  revenue  code.  The  revenue  code- 
to-cost  center  crosswalk  is  available  for 
inspection  and  comment  on  the  CMS 
Web  site:  http://www.cms.gov/Hospital 
OutpatientPPS.  Revenue  codes  that  we 
do  not  use  to  set  medians  or  to  model 
impacts  are  identified  with  an  “N”  in  the 
revenue  code-to-cost  center  crosswalk. 

At  the  February  17-18,  2010  APC 
Panel  Meeting,  the  Panel  recommended 
that  CMS  present  to  the  Data 
Subcommittee  an  analysis  of  the  effect 
of  using  a  different  lower-level 
threshold  in  the  overall  CCR  error  trim 
as  peirt  of  the  standard  methodology. 

The  Panel  members  were  concerned  that 
our  current  CCR  trimming  policy 
(excluding  providers  with  an  overall 
ancillary  CCR  greater  than  90  or  less 
than  0.0001  or  above  and  then 
excluding  remaining  providers  with 
overall  ancillary  CCRs  beyond^ -(-/  -  3 
standard  deviations  from  the  geometric 
mean)  could  result  in  the  exclusion  of 
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claims  from  providers  that  could 
otherwise  be  used  for  ratesetting  and 
modeling-.  As  we  indicated  in  the 
proposed  rule  (75  FR  46198),  we 
accepted  this  recommendation.  At  the 
August  23-24,  2010  APC  Panel  meeting, 
we  provided  the  Data  Subcommittee 
with  an  analysis  that  displayed  the 
number  of  hospitals  trimmed  by  our 
current  process  for  removing  hospitals 
based  on  aberrant  overall  ancillary 
CCRs,  as  well  as  our  assessment  of  the 
impact  if  we  were  to  use  the  error  CCR 
thresholds  established  by  the  IPPS  of 
less  than  0.01  and  greater  than  10.0  (75 
FR  50136).  Specifically,  we  found  that, 
using  our  current  trimming 
methodology,  we  trimmed  out  data  from 
36  hospitals  due  to  having  error  CCRs, 
while  we  trimmed  data  from  61 
hospitals  because  they  have  CCRs  that 
were  outside  3  standard  deviations  from 
the  geometric  mean,  When  we  applied 
the  IPPS  tolerances,  we  found  that  we 
would  trim  out  data  from  46  hospitals 
due  to  having  error  CCRs,  while  we 
would  trim  data  from  57  hospitals  due 
to  the  outlier  trim  (beyond  +/  -  3 
standard  deviations  from  the  geometric 
mean).  The  slight  change  between  the 
numbers  occurs  because  changing  the 
error  CCR  trim  to  match  the  IPPS 
tolerances  shifts  hospitals  from  being 
trimmed  based  on  the  outlier  trim  to 
being  trimmed  based  on  the  error  trim. 
The  standard  outlier  trim  is  more 
significant  in  removing  data  from 
hospitals  with  aberrant  CCRs  because  it 
ensures  that  our  claims  data  are 
accurately  reflective  of  hospitals  under 
the  OPPS,  independent  of  the  actual 
numeric  values  of  the  CCRs.  Observing 
that  the  number  of  hospitals  whose  data 
were  removed  based  on  the  error  CCR 
trim  was  limited,  that  a  inore  significant 
number  of  hospitals  were  trimmed  by 
the  standard  trim  of  three  standard 
deviations  beyond  the  geometric  mean, 
and  that  the  impact  of  adopting  the  IPPS 
CCR  tolerances  had  minimal  impact  on 
a  small  subset  of  APCs,  the  Data 
Subcommittee  recommended  that  CMS 
continue  to  use  the  current  error  CCR . 
thresholds  of  0.0001  and  90. 

We  applied  the  CCRs  as  described 
above  to  claims  with  bill  type  12X,  13X, 
or  14X,  excluding  all  claims  from  CAHs 
and  hospitals  in  Maryland,  Guam,  the 
U.S.  Virgin  Islands,  American  Samoa, 
and  the  Northern  Mariana  Islands  and 
claims  from  all  hospitals  for  which 
CCRs  were  flagged  as  invalid. 

We  identified  claims  with  condition 
code  41  as  partial  hospitalization 
services  of  hospitals  and  moved  them  to 
another  file.  We  note  that  the  separate 
file  containing  partial  hospitalization  - 
claims  is  included  in  the  files  that  are 


available  for  purchase  as  discussed 
above. 

We  then  excluded  claims  without  a 
HCPCS  code.  We  moved  to  another  file 
claims  that  contained  nothing  but 
influenza  and  pneumococcal 
pneumonia  (PPV)  vaccines.  Influenza 
and  PPV  vaccines  are  paid  at  reasonable 
cost  and,  therefore,  these  claims  are  not 
used  to  set  OPPS  rates. 

We  next  copied  line-item  costs  for 
drugs,  blood,  and  brachytherapy  sources 
(the  lines  stay  on  the  claim,  but  are 
copied  onto  another  file)  to  a  separate 
file.  No  claims  were  deleted  when  we 
copied  these  lines  onto  another  file. 
These  line-items  are  used  to  calculate  a 
per  unit  mean  and  median  co*st  and  a 
per  day  mean  and  median  cost  for  drugs 
and  nonimplantable  biologicals, 
therapeutic  radiopharmaceutical  agents, 
and  brachytherapy  sources,  as  well  as 
other  information  used  to  set  payment 
rates,  such  as  a  unit-to-day  ratio  for 
drugs. 

To  implement  our  policy  adopted  in 
this  final  rule  with  comment  period  to 
redistribute  some  portion  of  total  cost  of 
packaged  drugs  and  biologicals  to  the 
separately  payable  drugs  and  biologicals 
as  acquisition  and  pharmacy  overhead 
and  handling  costs  discussed  in  section 
V.B.3.  of  this  final  rule  with  comment 
period,  we  used  the  line-item  cost  data 
for  drugs  and  biologicals  for  which  we 
had  a  HCPCS  code  with  ASP  pricing 
information  to  calculate  the  ASP+X 
values,  first  for  all  drugs  and  biologicals, 
and  then  for  separately  payable  drugs 
and  biologicals  and  for  packaged  drugs 
and  biologicals,  respectively,  by  taking 
the  ratio  of  total  claim  cost  for  each 
group  relative  to  total  ASP  dollars  (per 
unit  of  each  drug  or  biological  HCPCS 
code’s  July  2010  ASP  amount 
multiplied  by  total  units  for  each  drug 
or  biological  in  the  CY  2009  claims 
data).  These  values  are  ASP+13  percent 
(for  all  drugs  and  biological^ with 
HCPCS  codes,  whether  separately  paid 
or  packaged),  ASP-1  percent  (for  drugs 
and  biologicals  that  are  separately  paid), 
and  ASP+296  percent  (for  drugs  and 
biologicals  that  have  HCPCS  codes  and 
that  are  packaged),  respectively.  As  we 
discuss  in  section  V.B.3.  of  this  final 
rule  with  comment  period,  as  we 
proposed,  in  this  final  rule  with 
comment  period,  we  are  redistributing 
$150  million  of  the  total  cost  in  our 
claims  data  for  packaged  drugs  and 
biologicals  that  have  an  associated  ASP 
from  packaged  drugs  with  an  ASP  to 
separately  payable  drugs  and 
biologicals.  As  we  also  proposed,  in  this 
final  rule  with  comment  period,  we  are 
redistributing  an  additional  $50  million 
of  the  total  cost  in  our  claims  data  for 
drugs  and  biologicals  lacking  an  ASP, 


largely  for  estimated  costs  associated 
with  uncoded  charges  billed  under 
pharmacy  revenue  code  series  025X 
(Pharmacy  (also  see  063X,  an  extension 
of  025X)),  026X  (IV  Therapy),  and  063X 
(Pharmacy — Extension  of  025X).  We 
observe  approximately  $652  million  for 
packaged  drugs  lacking  a  HCPCs  code 
and  an  ASP  in  our  CY  2009  claims  data. 
This  total  excludes  the  cost  of 
diagnostic  and  therapeutic 
radiopharmaceuticals  because  they  are 
not  reported  under  pharmacy  revenue 
codes  or  under  the  pharmacy  cost  center 
on  the  hospital  cost  report. 

Removing  a  total  of  $150  million  in 
pharmacy  overhead  cost  from  packaged 
drugs  and  biologicals  reduces  the  $612 
million  cost  of  packaged  drugs  and 
biologicals  with  HCPCS  codes  and  ASPs 
to  $462  million,  approximately  a  25- 
percent  reduction.  Removing  $50 
million  from  the  cost  of  drugs  lacking  an 
ASP  reduces  the  $652  million  to  $602 
million,  approximately  an  8-percent 
reduction.  To  implement  our  CY  2011 
policy  adopted  in  this  final  rule  with^ 
comment  period  to  redistribute  $150 
million  in  claim  cost  from  packaged 
drugs  and  biologicals  with  an  ASP  to 
•separately  payable  drugs  and  biologicals 
and  $50  million  in  claim  cost  from 
packaged  drugs  and  biologicals  lacking 
an  ASP,  including  uncoded  pharmacy 
revenue  code  charges,  we  multiplied  the 
cost  of  each  packaged  drug  or  biological 
with  a  HCPCS  code  and  ASP  pricing 
information  in  our  CY  2009  claims  data 
by  0.75,  and  we  multiplied  all  other 
packaged  drug  costs  in  our  CY  2009 
claims  data,  excluding  those  for 
diagnostic  radiopharmaceuticals,  by 
0.92.  We  also  added  the  redistributed 
$200  million  to  the  total  cost  of 
separately  payable  drugs  and  biologicals 
in  our  CY  2009  claims  data,  which 
increased  the  relationship  between  the 
total  cost  for  separately  payable  drugs 
and  biologicals  and  ASP  dollars  for  the 
same  drugs  and  biologicals  from  ASP- 
1  percent  to  ASP+5  percent.  We  refer 
readers  to  section  V.B.3.  of  this  final 
rule  with  comment  period  for  a 
complete  discussion  of  our  policy  -to  pay 
for  separately  paid  drugs  and  biologicals 
and  pharmacy  overhead  for  CY  2011. 

We  then  removed  line-items  that  were 
not  paid  during  claim  processing, 
presumably  for  a  line-item  rejection  or 
denial.  We  added  this  process  to  our 
median  cost  calculation  methodology 
for  the  CY  2010  OPPS,  as  discussed  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60359).  The 
number  of  edits  for  valid  OPPS  payment 
in  the  Integrated  Outpatient  Code  Editor 
(I/OCE)  and  elsewhere  has  grown 
significantly  in  the  past  few  years, 
especially  with  the  implementation  of 
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the  full  spectrum  of  National  Correct 
Coding  Initiative  (NCCI)  edits.  To 
ensure  that  we  are  using  valid  claims 
that  represent  the  cost  of  payable 
services  to  set  payment  rates,  we 
removed  line-items  with  an  OPPS  status 
indicator  for  the  claim  year  and  a  status 
indicator  of  “S,”  “T,”  “V,”  or  “X”  when 
separately  paid  under  the  prospective 
year’s  payment  system.  This  logic 
preserves  charges  for  services  that 
would  not  have  been  paid  in  the  claim 
year  but  for  which  some  estimate  of  cost 
is  needed  for  the  prospective  year,  such 
as  services  newly  proposed  to  come  off 
the  inpatient  list  for  CY  2010  that  were 
assigned  status  indicator  “C”  in  the 
claim  year.  It  also  preserves  charges  for 
packaged  services  so  that  the  costs  can 
be  included  in  the  cost  of  the  services 
with  which  they  are  reported,  even  if 
the  CPT  codes  for  the  packaged  services 
were  not  paid  because  the  service  is  part 
of  another  service  that  was  reported  on 
the  same  claim  or  the  code  otherwise 
violates  claims  processing  edits. 

For  CY  2011,  for  this  final  rule  with 
comment  period,  we  are  expanding  the 
application  of  this  trim  to  exclude  line- 
item  data  for  pass-through  drugs  and 
biologicals  (status  indicator  “G”  for  CY 
2009)  and  nonpass-through  drugs  and 
biologiQals  (status  indicator  “K”  for  CY 
2009)  where  the  charges  reported  on  the 
claim  for  the  line  were  either  denied  or 
rejected  during  claims  processing. 
Removing  lines  that  were  eligible  for 
payment  but  were  not  paid  ensures  that 
we  are  using  appropriate  data.  The  trim 
avoids  using  cost  data  on  lines  that  we 
believe  were  defective  or  invalid 
because  those  rejected  or  denied  lines 
did  not  meet  the  Medicare  requirements 
for  payment.  For  example,  edits  may 
reject  a  line  for  a  separately  paid  drug 
because  the  number  of  units  billed 
exceeded  the  number  of  units  that 
would  be  reasonable  and,  therefore,  is 
likely  a  billing  error  (for  example,  a  line 
reporting  55  units  of  a  drug  for  which 
5  units  is  known  to  be  a  fatal  dose).  For 
approximately  90  percent  of  the  codes 
with  status  indicators  “G”  and  “K”  in 
their  claims  year,  to  which  the 
expansion  of  the  trim  would  apply, 
between  0  and  10  percent  of  lines  would 
be  removed  due  to  receiving  zero 
payment.  As  with  our  trimming  in  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60359)  of  line 
items  with  a  .status  indicator  of  “S,”  “T,” 
“V,”  or  “X”,  we  believe  that  unpaid  line- 
items  represent  services  that  are 
invalidly  reported  and,  therefore, 
should  not  be  used  for  ratesetting.  We 
believe  that  removing  lines  with  valid 
status  indicators  that  were  edited  and 
not  paid  during  claims  processing 


increases  the  accuracy  of  the  single  bills 
used  to  determine  the  mean  unit  costs 
for  use  in  the  ASP+X  calculation 
described  in  section  V.B.3.  of  this  final 
rule  with  comment  period. 

Comment:  One  commenter  requested 
that  CMS  conduct  analysis  of  the  overall 
CCR  error  trim  in  2010  and  provide 
APC-specific  impacts  for  all  radiation 
oncology  services.  The  commenter  also 
recommended  that  CMS  consider 
implementation  of  a  lower-level 
threshold  for  the  CCR  error  trim  in 
future  rulemaking. 

Response:  As  we  noted  above,  the 
impact  of  moving  the  lower-level  error 
CCR  threshold  is  minimal  because  of  its 
interaction  with  the  standard  trim  of  all 
hospitals  whose  overall  ancillary  CCR  is 
three  standard  deviations  beyond  the 
geometric  mean.  Established  tolerances 
of  0.0001  and  90  remove  those  hospitals 
whose  CCRs  are  highly  aberrant  relative 
to  the  others  in  the  data  set,  in 
particular  because  they  apply  at  the 
hospital  level  and  not  at  the 
departmental  level.  While  the 
commenter  has  requested  that  we 
conduct  an  analysis  of  the  impact  of  the 
overall  CCR  error  trim  on  the  APCs  for 
radiation  oncology,  we  note  that  this 
standard  error  CCR  trim  is  intended  to 
remove  all  claims  (not  limited  to  a 
particular  category  of  care)  from 
hospitals  with  highly  aberrant  CCRs  so 
that  the  relativity  of  the  APC  payment 
weights  is  accurate.  Therefore,  the 
impact  on  selected  APCs,  such  as 
radiation  oncology  APCs,  is  not  relevant 
to  a  determination  of  whether  a 
hospital’s  overall  CCR  is  so  extreme  that 
all  claims  for  the  hospital  should  be 
excluded  from  the  data  on  which  the 
OPPS  relative  weights  are  based.  We 
will  continue  to  monitor  whether  our 
established  error  CCR  thresholds  are 
appropriate.  However,  based  on  the 
recent  study -we  provided  to  the  APC 
Panel  Data  Subcommittee,  we  agree 
with  the  Pajiel’s  assessment  that  the 
current  error  CCR  tolerances  are 
appropriate. 

b.  Splitting  Claims  and  Creation  of 
“Pseudo”  Single  Procedure  Claims 

(l)  Splitting  Claims 

We  then  split  the  remaining  claims 
into  five  groups:  single  majors;  multiple 
majors;  single  minors;  multiple  minors; 
and  other  claims.  (Specific  definitions 
of  these  groups  follow  below.)  For  CY 
2011,  we  proposed  to  continue  our 
current  policy  of  defining  major 
procedures  as  any  HCPCS  code  having 
a  status  indicator  of  “S,”  “T,”  “V,”  or  “X;” 
defining  minor  procedures  as  any  code 
having  a  status  indicator  of  “F,”  “G,”  “H,” 
“K,”  “L,”  “R,”  “U,”  or  “N,”  and  classifying 


“other”  procedures  as  any  code  having  a 
status  indicator  other  than  one  that  we 
have  classified  as  major  or  minor.  For 
CY  2011,  we  proposed  to  continue 
assigning  status  indicator  “R”  to  blood 
and  blood  products;  status  indicator  “U” 
to  brachy therapy  sources;  status 
indicator  “Ql”  to  all  “STVX-packaged 
codes;”  status  indicator  “Q2”  to  all  “T- 
packaged  codes;”  and  status  indicator 
“Q3”  to  all  codes  that  may  be  paid 
through  a  composite  APC  based  on 
composite-specific  criteria  or  paid 
separately  through  single  code  APCs 
when  the  criteria  are  not  met.  As 
discussed  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68709),  we  established  status  indicators 
“Ql,”  “Q2,”  and  “Q3”  to  facilitate 
identification  of  the  different  categories 
of  codes.  We  proposed  to  treat  these 
codes  in  the  same  manner  for  data 
purposes  for  CY  2011  as  we  have  treated 
them  since  CY  2008.  Specifically,  we  . 
proposed  to  continue  to  evaluate 
whether  the  criteria  for  separate 
payment  of  codes  with  status  indicator 
“Ql”  or  “Q2”  are  met  in  determining 
whether  they  are  treated  as  major  or 
minor  codes.  Codes  with  status 
indicator  “Ql”  or  “Q2”  are  carried 
through  the  data  either  with  status 
indicator  “N”  as  packaged  or,  if  they 
meet  the  criteria  for  separate  payment, 
they  are  given  the  status  indicator  of  the 
APC  to  which  they  are  assigned  and  are 
considered  as  “pseudo”  single  procedure 
claims  for  major  codes.  Codes  assigned 
status  indicator  “Q3”  are  paid  under 
individual  APCs  unless  they  occur  in 
the  combinations  that  qualify  for 
payment  as  composite  APCs  and, 
therefore,  they  carry  the  status  indicator 
of  the  individual  APC  to  which  they  are 
assigned  through  the  data  process  and 
are  treated  as  major  codes  during  both 
the  split  and  “pseudo”  single  creation 
process.  The  calculation  of  the  median 
costs  for  composite  APCs  from  multiple 
procedure  major  claims  is  discussed  in 
section  II.A.2.e.  of  this  final  rule  with 
comment  period. 

Specifically,  we  divided  the 
remaining  claims  into  the  following  five 
groups: 

1.  Single  Procedure  Major  Claims: 
Claims  with  a  single  separately  payable 
procedure  (that  is,  status  indicator  “S,” 
“T,”  “V,”  or  “X,”  which  includes  codes 
with  status  indicator  “Q3”);  claims  with 
one  unit  of  a  status  indicator  “Ql”  code 
(“STVX-packaged”)  where  there  was  no 
code  with  status  indicator  “S,”  “T,”  “V,” 
or  “X”  on  the  same  claim  on  the  same 
date;  or  claims  with  one  unit  of  a  status 
indicator  “Q2”  code  (“T-packaged”) 
where  there  was  no  code  with  a  status 
indicator  “T”  on  the  same  claim  on  the 
same  date. 
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2.  Multiple  Procedure  Major  Claims: 
Claims  with  more  than  one  separately 
payable  procedure  (that  is,  status 
indicator  “S,”  “T,”  “V,”  or  “X,”  which 
includes  codes  with  status  indicator 
“Q3”),  or  multiple  units  of  one  payable 
procedure.  These  claims  include  those 
codes  with  a  status  indicator  “Q2”  code 
(“T-packaged”)  where  there  was  no 
procedure  with  a  status  indicator  “T”  on 
the  same  claim  on  the  same  date  of 
service  but  where  there  was  another, 
separately  paid  procedure  on  the  same 
claim  with  the  same  date  of  service  (that 
is,  another  code  with  status  indicator 
“S,”  “V,”  or  “X”).  We  also  include,  in  this 
set,  claims  that  contained  one  unit  of 
one  code  when  the  bilateral  modifier 
was  appended  to  the  code  and  the  code 
was  conditionally  or  independently 
bilateral.  In  these  cases,  the  claims 
represented  more  than  one  unit  of  the 
service  described  by  the  code, 
notwithstanding  that  only  one  unit  was  , 
billed. 

3.  Single  Procedure  Minor  Claims: 
Claims  with  a  single  HCPCS  code  that 
was  assigned  status  indicator  “F,”  “G,” 
“H,”  “K,”  “L,”  “R,”  “U,”  or  “N”  and  not 
status  indicator  “Ql”  (“STVX-packaged”) 
or  status  indicator  “Q2”  (“T-packaged”) 
code. 

4.  Multiple  Procedure  Minor  Claims: 
Claims  with  multiple  HCPCS  codes  that 
are  assigned  status  indicator  “F,”  “G,” 

“H,”  “K,”  “L,”  “R,”  “U,”  or  “N;”  claims 
that  contain  more  than  one  code  with 
status  indicator  “Ql”  (“STVX-packaged”) 
or  more  than  one  unit  of  a  code  with 
status  indicator  “Ql”  but  no  codes  with 
status  indicator  “S,”  “T,”  “V,”  or  “X”  on 
the  same  date  of  service:  or  claims  that 
contain  more  than  one  code  with  status 
indicator  “Q2”  (T-packaged),  or  “Q2” 
and  “Ql,”  or  more  than  one  unit  of  a 
code  with  status  indicator  “Q2”  but  no 
code  with  status  indicator  “T”  on  the 
same  date  of  service. 

5.  Non-OPPS  Claims:  Claims  that 
contain  no  services  payable  undet  the 
OPPS  (that  is,  all  status  indicators  other 
than  those  listed  for  major  or  minor 
status).  These  claims  were  excluded 
from  the  files  used  for  the  OPPS.  Non- 
OPPS  claims  have  codes  paid  under 
other  fee  schedules,  for  example, 
durable  medical  equipment  or  clinical , 
laboratory  tests,  and  do  not  contain  a 
code  for  a  separately  payable  or 
packaged  OPPS  service.  Non-OPPS 
claims  include  claims  for  therapy 
services  paid  sometimes  under  the 
OPPS  but  billed,  in  these  non-OPPS 
cases,  with  revenue  codes  indicating 
that  the  therapy  services  would  be  paid 
under  the  Medicare  Physician  Fee 
Schedule  (MPFS). 

The  claims  listed  in  numbers  1,  2,  3, 
and  4  above  are  included  in  the  data  file 


that  can  be  purchased  as  described 
above.  Claims  that  contain  codes  to 
which  we  have  assigned  status 
indicators  “Ql”  (“STVX-packaged”)  and 
“Q2”  (“T-packaged”)  appear  in  the  data 
for  the  single  major  file,  the  multiple 
major  file,  and  the  multiple  minor  file 
used  in  this  final  rule  with  comment 
period.  Claims  that  contain  codes  to 
which  we  have  assigned  status  indicator 
“Q3”  (composite  APC  members)  appear 
in  both  the  data  of  the  single  and 
multiple  major  files  used  in  this  final 
rule  with  comment  period,  depending 
on  the  specific  composite  calculation. 

We  did  not  receive  any  public 
comments  on  our  proposed  process  of 
organizing  claims  by  type.  Therefore,  for 
the  reasons  set  forth  in  the  proposed 
rule  (75  CFR  46199),  we  are  finalizing 
our  CY  2011  proposal  without 
modification. 

(2)  Creation  of  “Pseudo”  Single 
Procedure  Claims 

As  proposed,  to  develop  “pseudo” 
single  procedure  claims  for  this  final 
rule  with  comment  period,  we 
examined  both  the  multiple  procedure 
major  claims  and  the  multiple 
procedure  minor  claims.  We  first 
examined  the  multiple  major  procedure 
claims  for  dates  of  service  to  determine 
if  we  could  break  them  into  “pseudo” 
single  procedure  claims  using  the  dates 
of  service  for  all  lines  on  the  claim.  If 
we  could  create  claims  with  single 
major  procedures  by  using  dates  of 
service,  we  created  a  single  procedure 
claim  record  for  each  separately  payable 
procedure  on  a  different  date  of  service 
(that  is,  a  “pseudo”  single). 

As  proposed,  for  this  final  rule  with 
comment  period,  we  also  used  the 
bypass  codes  listed  earlier  in  Table  1 
and  discussed  in  section  II.A.l.b.  of  this 
final  rule  with  comment  period  to 
remove  separately  payable  procedures 
that  we  determined  contained  limited  or 
no  packaged  costs  or  that  were 
otherwise  suitable  for  inclusion  on  the 
bypass  list  from  a  multiple  procedure 
bill.  As  discussed  above,  we  ignore  the 
“overlap  bypass  codes,”  that  is,  those 
HCPCS  codes  that  are  both  on  the 
bypass  list  and  are  members  of  the 
multiple  imaging  composite  APCs,  in 
this  initial  assessment  for  “pseudo” 
single  procedure  claims.  The  CY  2011 
“overlap  bypass  codes”  are  listed  in 
Table  1  in  section  II.A.l.b.  of  this  final 
rule  with  comment  period.  When  one  of 
the  two  separately  payable  procedures 
oh  a  multiple  procedure  claim  was  on 
the  bypass  list,  we  split  the  claim  into 
two  “pseudo”  single  procedure  claim 
records.  The  single  procedure  claim 
record  that  contained  the  bypass  code 
did  not  retain  packaged  services.  The 


single  procedure  claim  record  that 
contained  the  other  separately  payable 
procedure  (but  no  bypass  code)  retained 
the  packaged  revenue  code  charges  and 
the  packaged  HCPCS  code  charges.  We 
also  removed  lines  that  contained 
multiple  units  of  codes  on  the  bypass 
list  and  treated  them  as  “pseudo”  single 
procedure  claims  by  dividing  the  cost 
for  the  multiple  units  by  the  number  of 
units  on  the  line.  Where  one  unit  of  a 
single,  separately  payable  procedure 
code  remained  on  the  claim  after 
removal  of  the  multiple  units  of  the 
bypass  code,  we  created  a  “pseudo” 
single  procedure  claim  from  that 
residual  claim  record,  which  retained 
the  costs  of  packaged  revenue  codes  and 
packaged  HCPCS  codes.  This  enabled  us 
to  use  claims  that  would  otherwise  be 
multiple  procedure  claims  and  could 
not  be  used. 

As  proposed ,  for  this  final  rule  with 
comment  period,  we  then  assessed  the 
claims  to  determine  if  the  criteria  for  the 
multiple  imaging  composite  APCs, 
discussed  in  section  II.A.2.e.(5)  of  this 
final  rule  with  comment  period,  were 
met.  Where  the  criteria  for  the  imaging 
composite  APCs  were  met,  we  created  a 
“single  session”  claim  for  the  applicable 
imaging  composite  service  and 
determined  whether  we  could  use  the 
claim  in  ratesetting.  For  HCPCS  codes 
that  are  both  conditionally  packaged 
and  are  members  of  a  multiple  imaging 
composite  APC,  we  first  assessed 
whether  the  code  would  be  packaged 
and,  if  so,  the  code  ceased  to  be 
available  for  further  assessment  as  part 
of  the  composite  APC.  Because  the 
packaged  code  would  not  be  a 
separately  payable  procedure,  we 
considered  it  to  be  unavailable  for  use 
in  setting  the  composite  APC  median 
cost.  Having  identified  “single  session” 
claims  for  the  imaging  composite  APCs, 
we  reassessed  the  claim  to  determine  if, 
after  removal  of  all  lines  for  bypass 
codes,  including  the  “overlap  bypass 
codes,”  a  single  unit  of  a  single 
separately  payable  code  remained  on 
the  claim.  If  so,  we  attributed  the 
packaged  costs  on  the  claim  to  the 
single  unit  of  the  single  remaining 
separately  payable  code  other  than  the 
bypass  code  to  create  a  “pseudo”  single 
procedure  claim.  We  also  identified 
line-items  of  overlap  bypass  codes  as  a 
“pseudo”  single  procedure  claim.  This 
allowed  us  to  use  more  claims  data  for 
ratesetting  purposes. 

As  proposed,  for  this  final  rule  with 
comment  period,  we  also  examined  the 
multiple  procedure  minor  claims  to 
determine  whether  we  could  create 
“pseudo”  single  procedure. claims. 
Specifically,  where  the  claim  contained 
multiple  codes  with  status  indicator 
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“Ql”  (“STVX-packaged”)  on  the  same 
date  of  service  or  contained  multiple 
units  of  a  single  code  with  status 
indicator  “Ql ,”  we  selected  the  status 
indicator  “Ql”  HCPCS  code  that  had  the 
highest  CY  2010  relative  weight,  set  the 
units  to  one  on  that  HCPCS  code  to 
reflect  our  policy  of  paying  only  one 
unit  of  a  code  with  a  status  indicator  of 
“Ql.”  We  then  packaged  all  costs  for  the 
following  into  a  single  cost  for  the  “Ql” 
HCPCS  code  that  had  the  highest  CY 
2010  relative  weight  to  create  a 
“pseudo”  single  procedure  claim  for  that 
code:  Additional  units  of  the  status 
indicator  “Ql”  HCPCS  code  with  the 
highest  CY  2010  relative  weight:  other 
codes  with  status  indicator  “Ql”;  and  all 
other  packaged  HCPCS  codes  and 
packaged  revenue  code  costs.  We 
changed  the  status  indicator  for  selected 
codes  from  the  data  status  indicator  of 
“N”  to  the  status  indicator  of  the  APC  to 
which  the  selected  procedure  was 
assigned  for  further  data  processing  and 
considered  this  claim  as  a  major 
procedure  claim.  We  used  this  claim  in 
the  calculation  of  the  APC  median  cost 
for  the  status  indicator  “Ql”  HCPCS 
code. 

Similarly,  as  we  proposed,  for  this 
final  rule  with  comment  period,  where 
a  multiple  procedure  minor  claim 
contained  multiple  codes  with  status 
indicator  “Q2”  (“T-packaged”)  or 
multiple  units  of  a  single  code  with 
status  indicator  “Q2,”  we  selected  the 
status  indicator  “Q2”  HCPCS  code  that 
had  the  highest  CY  2010  relative  weight, 
set  the  units  to  one  on  that  HCPCS  code 
to  reflect  our  policy  of  paying  only  one 
unit  of  a  code  with  a  status  indicator  of 
“Q2.”  We  then  packaged  all  costs  for  the 
following  into  a  single  cost  for  the  “Q2” 
HCPCS  code  that  had  the  highest  CY 
2010  relative  weight  to  create  a 
“pseudo”  single  procedure  claim  for  that 
code:  Additional  units  of  the  status 
indicator  “Q2”  HCPCS  code  with  the 
highest  CY  2010  relative  weight;  other 
codes  with  status  indicator  “Q2;”  and 
other  packaged  HCPCS  codes  and 
packaged  revenue  code  costs.  We 
changed  the  status  indicator  for  the 
selected  code  from  a  data  status 
indicator  of  “N”  to  the  status  indicator 
of  the  APC  to  which  the  selected  code 
was  assigned,  and  we  considered  this 
claim  as  a  major  procedure  claim. 

Lastly,  as  proposed,  for  this  final  rule 
with  comment  period,  where  a  multiple 
procedure  minor  claim  contained 
multiple  codes  with  status  indicator 
“Q2”  (“T-packaged”)  and  status  indicator 
“Ql”  (“STVX-packaged”),  we  selected 
the  status  indicator  “Q2”  HCPCS  code 
(“T-packaged”)  that  had  the  highest 
relative  weight  for  CY  2010  and  set  the 
units  to  one  on  that  HCPCS  code  to 


reflect  our  policy  of  paying  only  one 
unit  of  a  code  with  a  status  indicator  of 
“Q2.”  We  then  packaged  all  costs  for  the 
following  into  a  single  cost  for  the 
selected  (“T-packaged”)  HCPCS  code  to 
create  a  “pseudo”  single  procedure 
claim  for  that  code:  Additional  units  of 
the  status  indicator  “Q2”  HCPCS  code 
with  the  highest  CY  2010  relative 
weight;  other  codes  with  status 
indicator  “Q2;”  codes  with  status 
indicator  “Ql”  (“STVX-packaged”);  and 
other  packaged  HCPCS  codes  and 
packaged  revenue  code  costs.  We  favor 
status  indicator  “Q2”  over  “Ql”  HCPCS 
codes  because  “Q2”  HCPCS  codes  have 
higher  CY  2010  relative  weights.  If  a 
status  indicator  “Ql”  HCPCS  code  had  a 
higher  CY  2010  relative  weight,  it  would 
become  the  primary  code  for  the 
simulated  single  bill  process.  We 
changed  the  status  indicator  for  the 
selected  status  indicator  “Q2”  (“T- 
packaged”)  code  from  a  data  status 
indicator  of  “N”  to  the  status  indicator 
of  the  APC  to  which  the  selected  code 
was  assigned  and  we  considered  this 
claim  as  a  major  procedure  claim. 

In  public  comments  received  on  the 
CY  2010  OPPS/ASC  proposed  rule,  a 
public  commenter  suggested  that  CMS 
could  use  more  claims  data  to  develop 
medians  for  these  conditionally 
packaged  codes  if  CMS  applied  the 
“pseudo”  single  creation  process  to  the 
conditionally  packaged  codes  in  the 
multiple  major  claims  that  still 
contained  unusable  data.  We  agreed 
with  the  commenter  and  in  the  CY  2011 
proposed  rule,  we  proposed  to  use  the 
otherwise  unusable  multiple  procedure 
claims  data  that  remain  after  the 
standard  pseudo  single  creation  process 
is  applied  to  them,  in  order  to  create 
more  pseudo  single  procedure  claims. 
We  did  not  receive  any  public 
comments  on  this  proposal,  and 
therefore,  for  the  reasons  set  forth  in  the 
proposed  rule  (75  FR  46201),  we 
followed  this  practice  in  creating 
pseudo  single  bills  for  the  proposed  rule 
and  this  final  rule  with  comment 
period.  We  do  this  by  treating  the 
conditionally  packaged  codes  that  do  • 
not  meet  the  criteria  for  packaging  as  if 
they  were  separately  payable  major 
codes  and  applying  the  pseudo  single 
process  to  the  claims  data  to  create 
single  procedure  claims  from  them  if 
they  meet  the  criteria  for  single 
procedure  claims.  Conditionally 
packaged  codes  are  identified  using 
status  indicators  “Ql”  and  “Q2,”  and  are 
described  in  section  XIII.A.l.  of  this 
final  rule  with  comment  period.  Using 
the  February  2010  APC  Panel  data,  we 
estimated  that  the  impact  of  adding  this 
proposed  additional  step  to  the  pseudo 


single  creation  process  would  result  in 
a  small  increase  in  the  number  of  claims 
usable  for  ratesetting  in  most  cases,  but 
with  more  significant  increases  of 
between  5  to  10  percent  of  claims  for  a 
few  codes.  For  most  of  the  codes 
affected  by  adding  this  proposed 
additional  step  to  the  “pseudo”  single 
creation  process,  we  found  no 
significant  changes  to  the  APC  medians. 
Some  HCPCS  codes  do  experience  some 
fluctuations,  with  the  impact  of 
additional  claims  causing  their  APC 
median  to  decrease.  We  believe  that  this 
change  is  consistent  with  our  goal  of 
using  more  available  data  from  within 
the  existing  set  of  claims  information 
and  results  in  a  more  accurate 
estimation  of  the  APC  median  cost  for 
conditionally  packaged  services. 

As  proposed,  for  this  final  rule  with 
comment  period,  we  excluded  those 
claims  that  we  were  not  able  to  convert 
to  single  procedure  claims  even  after 
applying  all  of  the  techniques  for 
creation  of  “pseudo”  single  procedure 
claims  to  multiple  procedure  major 
claims  and  to  multiple  procedure  minor 
claims.  As  has  been  our  practice  in 
recent  years,  we  also  excluded  claims 
that  contained  codes  that  were  viewed 
as  independently  or  conditionally 
bilateral  and  that  contained  the  bilateral 
modifier  (Modifier  50  (Bilateral 
procedure))  because  the  line-item  cost 
for  the  code  represented  the  cost  of  two 
units  of  the  procedure,  notwithstanding 
that  hospitals  billed  the  code  with  a  unit 
of  one. 

c.  Completion  of  Claim  Records  and 
Median  Cost  Calculations 

As  proposed,  for  this  final  rule  with 
comment  period.,  wc  then  packaged  the 
costs  of  packaged  HCPCS  codes  (codes 
with  status  indicator  “N”  listed  in 
Addendum  B  to  this  final  rule  with 
comment  period  and  the  costs  of  those 
lines  for  codes  with  status  indicator 
“Ql”  or  “Q2”  when  they  Me  not 
separately  paid),  and  the  costs  of  the 
services  reported  under  packaged 
revenue  codes  in  Table  3  that  appeared 
on  the  claim  without  a  HCPCS  code  into 
the  cost  of  the  single  major  procedure 
remaining  on  the  claim. 

As  noted  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66G06),  for  the  CY  2008  OPPS,  we 
adopted  an  APC  Panel  recommendation 
that  CMS  should  review  the  final  list  of 
packaged  revenue  codes  for  consistency 
with  OPPS  policy  and  ensure  that  future 
versions  of  the  I/OCE  edit  accordingly. 
As  we  have  in  the  past,  we  will 
continue  to  compare  the  final  list  of 
packaged  revenue  codes  that  we  adopt 
for  CY  2011  to  the  revenue  codes  that 
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the  I/OCE  will  package  for  CY  2011  to 
ensure  consistency. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68531),  we 
replaced  the  NUBC  standard 
abbreviations  for  the  revenue  codes 
listed  in  Table  2  of  the  CY  2009  OPPS/ 
ASC  proposed  rule  with  the  most 
current  NUBC  descriptions  of  the 
revenue  code  categories  and 
subcategories  to  better  articulate  the 
meanings  of  the  revenue  codes  without 
changing  the  proposed  list  of  revenue 
codes.  In  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR  60362 
through  60363),  we  finalized  changes  to 
the  packaged  revenue  code  list  based- on 
our  examination  of  the  updated  NUBC 
codes  and  public  comment  to  the  CY 
2010  proposed  list  of  packaged  revenue 
codes.  As  proposed,  for  this  CY  2011 
OPPS/ASC  final  rule  with  comment 
period,  we  reviewed  the  changes  to 
revenue  codes  that  were  effective  during 
CY  2009  for  purposes  of  determining  the 


charges  reported  with  revenue  codes  but 
without  HCPCS  codes  that  we  would 
package  for  the  CY  2011  OPPS.  As  we 
discuss  in  the  context  of  the  revenue 
code-to-cost  center  crosswalk  in  section 
II.A.l.c.  of  this  final  rule  with  comment 
period,  for  CY  2009,  the  NUBC  changed 
the  title  of  revenue  code  series  076x 
from  “Specialty  Room — Treatment/ 
Observation  Room”  to  “Specialty 
Servicps”  and  changed  the  title  of 
subclassification  revenue  code  0762 
fi-om  “Observation  Room”  to 
“Observation  Hours.”  In  addition,  the 
NUBC  deleted  an  explanatory  note 
following  revenue  code  0913, 
“Behavioral  Health  Treatment 
Services — Extension  of  090x.”  As  we 
proposed,  for  this  final  rule  with 
comment  period,  we  are  revising  the 
title  for  revenue  code  076x,  Observation 
Hours,  in  Table  3  to  comport  to  the  CY  . 
2009  revenue  code  title  for  revenue  code 
076x.  There  is  no  need  to  revise  the 
table  as  a  result  of  the  deletion  of  the 


explanatory  note.  We  believe  that  the 
charges  reported  under  the  revenue 
codes  listed  in  Table  3  continue  to 
reflect  ancillary  and  supportive  services 
for  which  hospitals  report  charges 
without  HCPCS  codes.  Therefore,  as  we 
proposed,  we  are  continuing  to  package 
the  costs  that  we  derive  from  the 
charges  reported  under  the  revenue 
codes  displayed  in  Table  3  below  for 
purposes  of  calculating  the  median  costs 
on  which  the  CY  2011  OPPS  are  based. 

We  did  not  receive  any  public 
comments  on  the  proposed  packaged 
revenue  codes  for  CY  2011.  Therefore, 
for  the  reasons  set  forth  in  the  proposed 
rule  (75  FR  46201)  we  are  finalizing  the 
proposed  packaged  revenue  codes  for 
CY  2011,  without  modification,  which 
are  identified  in  Table  3  below.  We  note 
that  these  revenue  codes  include  only 
revenue  codes  that  were  in  effect  for  CY 
2009,  the  year  of  the  claims  data  on 
which  the  CY  2011  OPPS  payment  rates 
are  based. 


Table  3— CY  2011  Packaged  Revenue  Codes 


Revenue 

code 


Description 


0250  . 
0251  . 
0252  . 
0254  . 
0255  . 
0257  . 
0258  . 
0259  . 
0260  . 
0261  . 
0262  . 
0263  . 
0264  . 
0269  . 
0270  . 
0271  . 
0272  . 
0275  , 
0276  , 
0278 
0279 
0280 
0289 
0343 
0344 
0370 
0371 
0372 
0379 
0390 
0392 
0399 
0621 
0622 
0623 
0624 
0630 
0631 
0632 
0633 
0681 
0682 
0683 


Pharmacy;  General  Classification. 

Pharmacy;  Generic  Drugs. 

Pharmacy;  Non-Generic  Drugs. 

Pharmacy;  Drugs  Incident  to  Other  Diagnostic  Services. 

Pharmacy;  Drugs  Incident  to  Radiology. 

Pharmacy;  Non-Prescription. 

Pharmacy;  IV  Solutions. 

Pharmacy;  Other  Pharmacy. 

IV  Therapy;  General  Classification. 

IV  Therapy;  Infusion  Pump. 

IV  Therapy;  IV  Therapy/Pharmacy  Svcs. 

IV  Therapy;  IV  Therapy/Drug/Supply  Delivery.  • 

IV  Therapy;  IV  Therapy/Supplies. 

IV  Therapy;  Other  IV  Therapy. 

Medical/Surgical  Supplies  and  Devices;  General  Classification. 

Medical/Surgical  Supplies  and  Devices;  Non-sterile  Supply. 

Medical/Sucgical  Supplies  and  Devices;  Sterile  Supply. 

Medical/Surgical  Supplies  and  Devices;  Pacemaker. 

MedicaiySurgical  Supplies  and  Devices;  Intraocular  Lens. 

Medical/Surgical  Supplies  and  Devices;  Other  Implants. 

Medical/Surgical  Supplies  and  Devices;  Other  Supplies/Devices. 

Oncology;  General  Classification. 

Oncology;  Other  Oncology. 

Nuclear  Medicine;  Diagnostic  Radiopharmaceuticals. 

Nuclear  Medicine;  Therapeutic  Radiopharmaceuticals. 

Anesthesia;  General  Classification. 

Anesthesia;  Anesthesia  Incident  to  Radiology. 

Anesthesia;  Anesthesia  Incident  to  Other  DX  Services. 

Anesthesia;  Other  Anesthesia. 

Administration,  Processing  and  Storage  for  Blood  and  Blood  Components;  General  Classification. 

Administration,  Processing  and  Storage  for  Blood  and  Blood  Components;  Processing  and  Storage. 

Administration,  Processing  and  Storage  for  Blood  and  Blood  Components;  Other  Blood  Handling. 

Medical  Surgical  Supplies — Extension  of  027X;  Supplies  Incident  to  Radiology. 

Medical  Surgical  Supplies — Extension  of  027X;  Supplies  Incident  to  Other  DX  Services. 

Medical  Supplies — Extension  of  027X,  Surgical  Dressings. 

Medical  Surgical  Supplies — Extension  of  027X;  FDA  Investigational  Devices. 

Pharmacy — Extension  of  025X;  Reserved. 

Pharmacy — Extension  of  025X;  Single  Source  Drug. 

Pharmacy — Extension  of  025X;  Multiple  Source  Drug. 

Pharmacy — Extension  of  025X;  Restrictive  Prescription. 

Trauma  Response;  Level  I  Trauma. 

Trauma  Response;  Level  11  Trauma. 

Trauma  Response;  Level  III  Trauma. 
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Table  3— CY  201 1  Packaged  Revenue  Codes— Continued 


Revenue 

code 


Description 


0684  . 

0689  . 

0700  . 

0710 . 

0720  . : 

0721  . 

0732  . 

0762  . 

0801  . 

0802  . 

0803  . 

0804  . 

0809  . 

0810 . 

0819 . 

0821 

0824  . 

0825  . 

0829  . 

0942  . 

0943  . 

0948  . 


Trauma  Response;  Level  IV  Trauma.  . 

Trauma  Response;  Other. 

Cast  Room;  General  Classification. 

Recovery  Room;  General  Classification. 

Labor  Room/Delivery;  General  Classification. 

Labor  Room/Delivery;  Labor. 

EKG/ECG  (Electrocardiogram);  Telemetry. 

Specialty  services;  Observation  Hours. 

Inpatient  Renal  Dialysis;  Inpatient  Hemodialysis. 

Inpatient  Renal  Dialysis;  Inpatient  Peritoneal  Dialysis  (Non-CAPD). 

Inpatient  Renal  Dialysis;  Inpatient  Continuous  Ambulatory  Peritoneal  Dialysis  (CAPD). 
Inpatient  Renal  Dialysis;  Inpatient  Continuous  Cyclfng  Peritoneal  Dialysis  (CCPD). 

I  Inpatient  Renal  Dialysis;  Other  Inpatient  Dialysis, 
j  Acquisition  of  Body  Components;  General  Classification. 

Inpatient  Renal  Dialysis;  Other  Donor. 

I  Hemodialysis-Outpatient  or  Home;  Hemodialysis  Composite  or  Other  Rate, 
i  Hemodialysis-Outpatient  or  Home;  Maintenance. — 100%. 

Hemodialysis-Outpatient  or  Home;  Support  Services. 

Hemodialysis-Outpatient  or  Home;  Other  OP  Hemodialysis. 

Other  Therapeutic  Services  (also  see  095X,  an  extension  of  094x);  Education/Training. 

Other  Therapeutic  Services  (also  see  095X,  an  extension  of  094X),  Cardiac  Rehabilitation. 
Other  Therapeutic  Services  (also  see  095X,  an  extension  of  094X),  Pulmonary  Rehabilitation. 


In  accordance  with  our  longstanding 
policy,  we  are  continuing  to  exclude:  (1) 
Claims  that  had  zero  costs  after 
summing  all  costs  on  the  claim;  and  (2) 
claims  containing  packaging  flag 
number  3.  Effective  for  services 
furnished  on  or  after  July  1,  2004,  the 
I/OCE  assigned  packaging  flag  number  3 
to  claims  on  which  hospitals  submitted 
token  charges  less  than  $1.01  for  a 
service  with  status  indicator  “S”  or  “T” 

(a  major  separately  payable  service 
under  the  OPPS)  for  which  the  fiscal 
intermediary  or  MAC  was  required  to 
allocate  the  sum  of  charges  for  services 
with  a  status  indicator  equaling  “S”  or 
“T”  based  on  the  relative  weight  of  the 
APC  to  which  each  code  was  assigned. 
We  do  not  believe  that  these  charges, 
which  were  token  charges  as  submitted 
by  the  hospital,  are  valid  reflections  of 
hospital  resources.  Therefore,  we 
deleted  these  claims.  We  also  deleted 
claims  for  which  the  charges  equaled 
the  revenue  center  payment  {that  is,  the 
Medicare  payment)  on  the  assumptidn 
that  where  the  charge  equaled  the 
payment,  to  apply  a  CCR  to  the  charge 
would  not  yield  a  valid  estimate  of 
relative  provider  cost.  As  we  proposed, 
for  this  final  rule  with  comment  period, 
we  are  continuing  these  processes  for 
the  CY  2011  OPPS. 

As  proposed,  for  this  final  rule  with 
comment  period,  for  the  remaining 
claims,  we  then  standardized  60  percent 
of  the  costs  of  the  claim  (which  we  have 
previously  determined  to  be  the  labor- 
related  portion)  for  geographic 
differences  in  labor  input  costs.  We 
made  this  adjustment  by  determining 


the  wage  index  that  applied  to  the 
hospital  that  furnished  the  service  and 
dividing  the  cost  for  the  separately  paid 
HCPCS  code  furnished  by  the  hospital 
by  that  wage  index.  The  claims 
accounting  that  we  provide  for  the 
proposed  and  final  rule  contains  the 
formula  we  use  to  standardize  the  total 
cost  for  the  effects  of  the  wage  index.  As 
has  been  our  policy  since  the  inception 
of  the  OPPS,  we  proposed  to  use  the 
pre-reclassified  wage  indices  for 
standardization  because  we  believe  that 
they  better  reflect  the  true  costs  of  items 
and  services  in  the  area  in  which  the 
hospital  is  located  than  the  post¬ 
reclassification  wage  indices  and, 
therefore,  would  result  in  the  most 
accurate  unadjusted  median  costs. 

In  accordance  with  our  longstanding 
practice,  as  proposed,  for  this  final  rule 
with  comment  period,  we  also  excluded 
single  and  pseudo  single  procedure 
claims  for  which  the  total  cost  on  the 
claim  was  outside  3  standard  deviations 
from  the  geometric  mean  of  units  for 
each  HCPCS  code  on  the  bypass  list 
(because,  as  discussed  above,  we  used 
claims  that  contain  multiple  units  of  the 
bypass  codes). 

After  removing  claims  for  hospitals 
with  error  CCRs,  claims  without  HCPCS 
codes,  claims  for  immunizations  not 
covered  under  the  OPPS,  and  claims  for 
services  not  paid  under  the  OPPS, 
approximately  105  million  claims  were 
left.  Using  these  105  million  claims,  we 
created  approximately  103  million 
single  and  “pseqdo”  single  procedure 
claims,  of  which  we  used  slightly  more 
than  101  million  single  bills  (after 
trimming  out  approximately  792,000 


claims  as  discussed  above  in  this 
section)  in  the  final  CY  2011  median 
development  and  ratesetting. 

We  used  these  claims  to  calculate  the 
final  CY  2011  median  costs  for  each 
separately  payable  HCPCS  code  and 
each  APC.  The  comparison  of  HCPCS 
code-specific  and  APC  medians 
determines  the  applicability  of  the  2 
times  rule.  Section  1833(t)(2)  of  the  Act 
provides  that,  subject  to  certain 
exceptions,  the  items  and  services 
within  an  APC  group  cannot  be 
considered  comparable  with  respect  to 
the  use  of  resources  if  the  highest 
median  (or  mean  cost,  if  elected  by  the 
Secretary)  for  an  item  or  service  in  the 
group  is  more  than  2  times  greater  than 
the  lowest  median  cost  for  an  item  or 
servdce  within  the  same  group  (the  2 
times  rule).  We  note  that,  for  purposes 
of  identifying  significarit  HCPCS  for 
examination  in  the  2  times  rule,  we 
consider  codes  that  have  more  than 
1,000  single  major  claims  or  codes  that 
have  both  more  than  99  single  major 
claims  and  contribute  at  least  2  percent 
of  the  single  major  claims  used  to 
establish  the  APC  median  cost  to  be 
significant.  Unlisted  codes  are  not  used 
in  establishing  the,  percent  of  claims 
contributing  to  the  APC,  nor  are  their 
costs  used  in  the  calculation  of  the  APC 
median.  Finally,  we  reviewed  the 
median  costs  for  the  services  for  which 
we  are  paying  separately  under  this 
final  rule  with  comment  period,  and  we 
reassigned  HCPCS  codes  to  different 
APCs  where  it  was  necessary  to  ensure 
clinical  and  resource  homogeneity 
within  the  APCs.  Section  111  of  this  final 
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rule  with  comment  period  includes  a 
discussion  of  many  of  the  HCPCS  code 
assignment  changes  that  resulted  from 
examination  of  the  median  costs  and  for 
other  reasons.  The  APC  medians  were 
recalculated  after  we  reassigned  the 
affected  HCPCS  codes.  Both  the  HCPCS 
code-specific  medians  and  the  APC 
medians  were  weighted  to  account  for 
the  inclusion  of  multiple  units  of  the 
bypass  codes  in  the  creation  of  “pseudo” 
single  procedure  claims. 

As  we  discuss  in  sections  II.A.2  d. 
and  II.A.2.e.  and  in  section  X.B.  of  this 
final  rule  with  comment  period,  in  some 
cases,  APC  median  costs  are  calculated 
using  variations  of  the  process  outlined 
above.  Specifically,  section  II.A.2.d.  of 
this  final  rule  with  comment  period 
addresses  the  calculation  of  single  APC 
criteria-based  median  costs.  Section 
II.A.2.e.  of  this  final  rule  with  comment 
period  discusses  the  calculation  of 
composite  APC  criteria-based  median 
costs.  Section  X.B.  of  this  final  rule  with 
comment  period  addresses  the 
methodology  for  calculating  the  median 
cost  for  partial  hospitalization  services. 

We  received  several  general 
comments  on  the  payment  rates  CMS 
proposed  in  the  CY  2011  OPPS/ASC 
proposed  rule: 

Comment:  Several  comment ers 
objected  to  the  volatility  of  the  OPPS 
rates  from  year  to  year.  The  commenters 
asserted  that  the  absence  of  stability  in 
the  OPPS  rates  creates  budgeting, 
planning,  and  operating  problems  for 
hospitals.  One  commenter  suggested 
that  the  median  costs  from  claims  be 
adjusted  to  limit  changes  from  year  to 
year.  Some  commenters  asked  that  CMS 
limit  any  decreases  in  payment 
compared  to  the  prior  year  to  no  more 
than  a  10-percent  decline. 

Response:  There  are,  a  number  of 
factors  pertinent  to  the  OPPS  that  may 
cause  median  costs  to  change  from  one 
year  to  the  next.  Some  of  these  are  a 
reflection  of  hospital  behavior,  and  . 
some  of  them  are  a  reflection  of 
fundamental  characteristics  of  the  OPPS 
as  defined  in  statute.  For  example,  the 
OPPS  payment  rates  are  based  on  . 
hospital  cost  report  and  claims  data. 
However,  hospital  costs  and  charges 
change  each  year  and  this  results  in 
both  changes  to  the  CCRs  taken  from  the 
most  currently  available  cost  reports 
and  also  differences  in  the  charges  on 
the  claims  that  are  the  basis  of  the 
calculation  of  the  median  costs  on 
which  OPPS  rates  are  based.  Similarly, 
hospitals  adjust  their  mix  of  services 
from  year  to  year  by  offering  new 
services  and  ceasing  to  furnish  services 
and  changing  the  proportion  of  the 
various  services  they  furnish,  which 
have  an  impact  on  the  CCRs  that  we 


derive  from  their  cost  reports.  CMS 
cannot  stabilize  these  hospital-driven 
fundamental  inputs  to  the  calculation  of 
OPPS  payment  rates. 

Moreover,  there  are  other  essential 
elements  of  the  OPPS  that  contribute  to 
the  changes  in  relative  weights  each 
year.  These  include,  but  are  not  limited 
to,  reassignments  of  HCPCS  codes  to 
APCs  to  rectify  2  times  rule  violations 
as  required  by  the  law,  to  address  the 
costs  of  new  services,  to  address 
differences  in  hospitals’  costs  that  may 
result  from  changes  in  medical  practice, 
and  to  respond  to  public  comments.  Our 
efforts  to  improve  payment  accuracy 
may  also  contribute  to  payment 
volatility  in  the  short  run,  as  may  be  the 
case  when  we  may  eventually  be  able  to 
use  more  specific  CCRs  to  estimate  the 
costs  of  implantable  devices,  based  on 
the  final  policy  that  we  adopted  to 
disaggregate  the  single  cost  center  for 
medical  supplies  into  two  more  specific 
cost  centers,  as  described  in  the  FY  2009 
IPPS  final  rule  (73  FR  48458  through 
48467).  Moreover,  for  some  services,  we 
cannot  avoid  using  small  numbers  of 
claims,  either  because  the  volume  of 
services  is  naturally  low  or  because  the 
claims  data  do  not  facilitate  the 
calculation  of  a  median  cost  for  a  single 
service.  Where  there  are  small  numbers 
of  claims  that  are  used  in  median 
calculation,  there  is  more  volatility  in 
the  median  cost  from  one  year  to  the 
next.  Lastly,  changes  to  OPPS  payment 
policy  (for  example,  changes  to 
packaging)  also  contribute,  to  some 
extent,  to  the  fluctuations  in  the  OPPS 
payment  rates  for  the  same  services 
from  year  to  year. 

We  cannot  avoid  the  naturally 
occurring  volatility  in  the  cost  report 
and  claims  data  that  hospitals  submit 
and  on  which  the  payment  rates  are 
based.  Moreover  (with  limited 
exceptions),  we  reassign  HCPCS  codes 
to  APCs  where  it  is  necessary  to  avoid 
2  times  rule  violations.  However,  we 
have  made  other  changes  to  resolve 
some  of  the  other  potential  reasons  for 
instability  from  year  to  year. 

Specifically,  we  continue  to  seek  ways 
to  use  more  claims  data  so  that  we  have 
fewer  APCs  for  which  there  are  small 
numbers  of  single  bills  used  to  set  the 
APC  median  costs.  Moreover,  we  have 
tried  to  eliminate  APCs  with  very  small 
numbers  of  single  bills  where  we  could 
do  so.  We  recognize  that  changes  to 
payment  policies,  such  as  the  packaging 
of  payment  for  ancillary  and  supportive 
services  and  the  implementation  of 
composite  APCs,  may  contribute  to 
volatility  in  payment  rates  in  the  short 
term,  but  we  believe  that  larger  payment 
packages  and  bundles  should  help  to 
stabilize  payments  in  the  long  term  by 


enabling  us  to  use  more  claims  data  and 
by  establishing  payments  for  larger 
groups  of  services. 

While  we  recognize  the  reasoning 
behind  a  request  to  limit  reductions  in 
the  weights  or  payment  rates  of  the 
OPPS,  this  would  not  be  as  simple  or 
beneficial  as  commenters  have  implied. 
Implementing  such  a  policy  would 
require  the  assumption  that  payment 
policy  is  static  from  year  to  year.  Based 
on  the  data  used  to  develop  the  OPPS, 
we  know  that  this  is  not  true.  Further, 
in  seeking  to  mitigate  fluctuations  in  the 
OPPS,  implementing  such  a  system 
would  make  payments  less  reflective  of 
the  true  service  costs.  Limiting 
decreases  to  payments  across  all  APCs 
in  a  budget  neutral  payment  system 
could  unfairly  reduce  the  payments  for 
other  services  due  to  the  effects  of  the 
scaling  that  is  necessary  to  maintain 
budget  neutrality  and  would  distort  the 
realtivity  of  payment  that  is  based  on 
the  cost  of  all  services. 

Comment:  Several  commenters  noted 
that  an  analysis  of  the  hospital  Medicare 
cost  reports  showed  a  disturbing  trend 
of  negative  margins  and  a  wide  gap 
between  the  outpatient  margins  of  major 
teaching  hospitals  and  those  of  all  other 
hospitals.  The  commenters 
recommended  that  CMS  study  whether 
the  hospital  outpatient  costs  of  teaching 
hospitals  are  higher  than  the  costs  of 
other  hospitals  for  purposes  of 
determining  whether  there  should  be  a 
teaching  hospital  adjustment.  The 
commenters  requested  that  CMS 
conduct  its  own  analysis  and  that  if  that 
analysis  showed  a  difference  due  to  the 
unique  missions  of  teaching  hospitals, 
CMS  should  add  a  teaching  adjustment 
to  the  OPPS. 

Response:  Unlike  payment  under  the 
IPPS,  section  1833(t)  of  the  Act  does  not 
require  payment  for  indirect  medical 
education  costs  to  be  made  under  the 
OPPS.  However,  section  1833(t)(2)(E)  of 
the  Act  provides  the  Secretary  with 
authority  to  make  adjustments  under  the 
OPPS  in  certain  circumstances. 
Specifically,  section  1833(t)(2)(E)  of  the 
Act  states  that  the  Secretary  shall 
establish,  in  a  budget  neutral  manner 
“*  *  *  other  adjustments  as  determined 
to  be  necessary  to  ensure  equitable 
payments,  such  as  adjustments  for 
certain  classes  of  hospitals.”  We  have 
not  found  such  an  adjustment  to  be 
necessary  to  ensure  equitable  payments 
to  teaching  hospitals  and,  therefore, 
have  not  developed  such  an  adjustment. 
Furthermore,  in  this  final  rule  with 
comment  period,  we  have  developed 
payment  weights  that  we  believe 
provide  appropriate  and  adequate 
payment  for  the  complex  medical 
services,  such  as  new  technology 
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services  and  device-dependent 
procedures,  which  we  understand  are 
furnished  largely  by  teaching  hospitals. 
We  note  that  teaching  hospitals  benefit 
from  the  recalibration  of  the  APCs  in 
this  final  rule  with  comment  period  and 
that  teaching  hospitals  benefit  from 
being  generally  located  in  areas  with 
relatively  high  wage  indices.  With 
respect  to  the  comment  that  teaching 
hospitals  experience  negative  margins 
and  a  wide  gap  in  payment  between 
teaching  hospitals  and  other  hospitals, 
we  note  it  is  not  clear  the  extent  to 
which  a  gap  between  teaching  hospitals 
and  other  hospitals  may  be  attributable 
to  OPPS  or  to  the  costs  of  medical 
education  for  which  the  law  provides 
payment  outside  the  OPPS.  The  final  CY 
2011  impacts  by  class  of  hospital  are 
displayed  in  Table  66  in  section  XX. B. 
of  this  final  rule  with  comment  period. 

APC  Panel  Recommendations  Regarding 
Data  Development 

At  the  August  2010  APC  Panel 
Meeting,  we  provided  the  APC  Panel  a 
list  of  all  APCs  decreasing  by  more  than 
5  percent  and  increasing  by  more  than 
15  percent  when  comparing  the 
proposed  CY  2011  median  costs  based 
on  data  available  for  the  August  2010 
APC  Panel  meeting  fi:om  CY  2009 
claims  processed  through  June  30,  2010, 
to  those  based  on  CY  2010  OPPS/ASC 
final  rule  data  (CY  2008  claims).  The 
APC  Panel  reviewed  these  fluctuations 
in  the  APC  median  costs  and 
recommended  that  CMS  continue  to 
identify  increases  or  decreases  in  APC 
median  costs  of  10  percent  or  greater 
and  that  CMS  develop  and  present 
explanatory  information  .on  APCs  with 
significant  changes.  The  Panel  believes 
that  this  would  help  the  Data 
Subcommittee  to  be  able  to  identify 
APCs  that  fluctuate  due  to  coding  and 
APC  reassignment  changes,  and  allow 
them  to  focus  on  those  that  required  . 
more  investigation.  We  accept  this 
comment  and  will  furnish  the  Panel 
with  these  data.  We  note  that,  in  some 
cases,  we  may  be  unable  to  clearly 
identify  causes  for  median  cost  changes, 
but  we  will  provide  explanatory 
information  to  the  extent  possible. 

At  its  August  23-24,  2010  meeting, 
the  APC  Panel  made  a  number  of 
recommendations  related  to  the  data 
process.  The  Panel’s  recommendations 
and  our  responses  follow.  In  instances 
where  we  discuss  the  issue  on  which 
the  Panel  made  a  recommendation 
elsewhere  in  this  preamble,  we  provide 
the  cross-reference  to  the  appropriate 
section  of  this  final  rule  with  comment 
period. 


Recommendation  1 

The  Panel  recommends  that  CMS 
retain  the  current  overall  ancillary  cost- 
to-charge  ratio  (CCR)  trim  tolerances  of 
Q.OOOl,  90,  and  +/—  3  standard 
deviations  from  the  geometric  mean  for 
determining  the  hospitals  whose  claims 
are  to  be  included  in  ratesetting.  The 
study  upon  which  the  Panel  based  this 
recommendation  is  described  in  section 
II.A.2.a.  of  this  final  rule  with  comment 
period. 

We  are  accepting  this 
recommendation. 

Recommendation  2 

The  Panel  recommends  that  CMS 
investigate  and  report  at  a  future  Panel 
meeting  on  the  reason  for  the  decline  in 
median  cost  for  APC  0307  (Myocardial 
Positron  Emission  Tomography  (PET) 
Imaging)  from  the  calendar  year  (CY) 
2010  OPPS  to  the  proposed  CY  2011 
OPPS. 

This  recommendation  and  APC 
specific-poRcies  are  discussed  in 
section  III.D.  of  this  final  rule  with 
comment  period. 

Recommendation  3 

The  Panel  recommends  that  CMS 
identify  increases  or  decreases  in  APC 
median  costs  of  10  percent  or  greater 
and  that  CMS  develop  and  present 
explanatory  information  on  APCs  with 
significant  changes. 

We  are  accepting  this 
recommendation,  and  we  discuss  APC 
median  cost  fluctuations  and  the 
recommendation  to  identify  these 
changes  and  their  potential  causes  in 
this  section. 

Recommendation  4 

The  Panel  commends  CMS  for 
providing  data  analyses  requested  by 
the  Data  Subcommittee. 

We  appreciate  this  recommendation. 

Recommendation  5 

The  Panel  recommends  that  Patrick 
Grusenmeyer,  Sc.D.,  be  named  chair  of 
the  Data  Subcommittee. 

We  are  accepting  this 
recommendation. 

Recommendation  6 

The  Panel  recommends  that  the  work 
of  the  Data  Subcommittee  continue. 

We  are  accepting  this  most  recent 
recommendation,  and  we  will  continue 
to  work  closely  with  the  APC  Panel’s 
Data  Subcommittee  to  prepare  and 
review  data  and  analyses  relevant  to  the 
APC  configurations  and  OPPS  payment 
policies  for  hospital  outpatient  items 
and  service?.  . , ; 


d.  Calculation  of  Single  Procedure  APC 
Criteria-Based  Median  Costs 

(1)  Device-Dependent  APCs 

Device-dependent  APCs  are 
populated  by  HCPCS  codes  that  usually, 
but  not  always,  require  that  a  device  be 
implanted  or  used  to  perform  the 
procedure.  For  a  full  history  of  how  we 
have  calculated  payment  rates  for 
device-dependent  APCs  in  previous 
years  and  a  detailed  discussion  of  how 
we  developed  the  standard  device¬ 
dependent  APC  ratesetting 
methodology,  we  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66739  through 
66742).  Overviews  of  the  procedure-to- 
devdce  edits  and  device-to-procedure 
edits  used  in  ratesetting  for  device¬ 
dependent  APCs  are  available  in  the  CY 
2005  OPPS  final  rule  with  comment 
period  (69  FR  65761  through  65763)  and 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68070  through 
68071). 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46204  through  46205),  we 
proposed  to  continue  for  CY  2011  to  use 
the  standard  methodology  for 
calculating  median  costs  for  device¬ 
dependent  APCs  that  was  finalized  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60365).  This 
methodology  utilizes  claims  data  that 
generally  represent  the  full  cost  of  the 
required  device.  Specifically,  we 
proposed  to  calculate  the  median  costs 
for  device-dependent  APCs  for  CY  2011 
using  only  the  subset  of  single 
procedure  claims  from  CY  2009  claims 
data  that  pass  the  pcocedure-to-device 
and  device-to-procedure  edits;  do  not 
contain  token  charges  (less  than  $1.01) 
for  devices;  do  not  contain  the  “FB” 
modifier  signifying  that  the  device  was 
furnished  without  cost  to  the  provider, 
supplier,  or  practitioner,  or  where  a  full 
^credit  was  received;  and  do  not  contain 
the  “FC”  modifier  signifying  that  the 
hospital  received  partial  credit  for  the 
device.  The  “FC”  modifier  became 
effective  January  1,  2008,  and  was 
present  for  the  first  time  on  claims  that 
were  used  in  OPPS  ratesetting  for  CY 
2010.  The  procedure-to-device  edits 
require  that  when  a  particular 
procedural  HCPCS  code  is  billed,  the 
claim  must  also  contain  an  appropriate 
device  code,  while  the  device-to- 
procedure  edits  require  that  a  claim  that 
contains  one  of  a  specified  set  of  device 
codes  also  contain  an  appropriate 
procedure  code.  We  stated  in  the 
proposed  rule  that  we  continue  to 
believe  the  standard  methodology  for 
calculating  median  costs  for  device¬ 
dependent  APCs  gives  us  the  most 
appropriate  median  costs  for  device- 
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dependent  APCs  in  which  the  hospital 
incurs  the  hill  cost  of  the  device. 

The  median  costs  for  the  majority  of 
device-dependent  APCs  that  were 
calculated  using  the  CY  2011  proposed 
mle  claims  data  were  generally  stable, 
with  most  median  costs  increasing 
moderately  compared  to  the  median 
costs  upon  which  the  CY  2010  OPPS 
payment  rates  were  based.  However,  the 
median  costs  for  APC  0225 
(Implantation  of  Neurostimulator 
Electrodes,  Cranial  Nerve)  and  APC 
0418  (Insertion  of  Left  Ventricular 
Pacing  Electrode)  demonstrated 
significant  fluctuation.  Specifically,  the 
proposed  CY  2011  median  cost  for  APC 
0225  increased  approximately  40 
percent  compared  to  its  final  CY  2010 
median  cost,  while  the  proposed  CY 
2011  median  cost  for  APC  0418,  which 
had  increased  approximately  53  percent 
from  CY  2009  to  CY  2010,  showed  a 
decrease  of  approximately  27  percent 
based  on  the  claims  data  available  for 
the  proposed  rule.  We  indicated  in  the 
CY  2011  OPPS/ASC  proposed  rule  that 
■we  believe  the  fluctuations  in  median 
costs  for  these  two  APCs  are  a 
consequence  of  the  small  number  of 
single  bills  upon  which  the  median 
costs  are  based  and  the  small  number  of 
providers  of  these  services.  As  we  have 
stated  in  the  past,  some  fluctuation  in 
relative  costs  from  year  to  year  is  to  be 
expected  in  a  prospective  payment 
system  for  low  volume  device¬ 
dependent  APCs,  particularly  where 
there  are  small  numbers  of  single  bills 
from  a  small  number  of  providers. 

Comment:  Several  commenters 
supported  CMS’  proposal  to  continue 
using  the  standard  methodology  for 
calculating  median  costs  for  device¬ 
dependent  APCs.  Some  commenters 
recommended  that  CMS  continue 
examining  and  refining'  the  ratesetting 
methodology  for  procedures  involving 
devices  in  order  to  encourage  the' 
continued  development  and 
proliferation  of  new  technology.  Some 
commenters  also  requested  the 
mandatory  reporting  of  all  HCPCS  ■ 
device  C-codes  on  hospital  claims  for 
services  involving  devices.  The 
commenters  urged  CMS  to  continue 
educating  hospitals  on  the  importance 
of  accurate  coding  for  devices,  supplies, 
and  other  technologies,  and  to  continue 
to  encourage  hospitals  to  remain 
vigilant  in  reporting  the  costs  of 
performing  services  involving  devices, 
in  order  to  help  ensure  that  these  items 
are  more  appropriately  reflected  in 
future  years’  payment  rates  for 
outpatient  services. 

Response:  We  appreciate  the 
commenters’  support  of  the  continued 


use  of  the  standard  device-dependent 
APC  ratesetting  methodology. 

As  we  have  stated  in  the  past  (73  FR 
68535  through  68536  and  74  FR  60367), 
we  agree  that  accurate  reporting  of 
device,  supply,  and  technology  charges 
will  help  to  ensure  that  these  items  are 
appropriately  accounted  for  in  future 
years’  OPPS  payment  rates.  We 
encourage  stakeholders  to  carefully 
review  HCPCS  code  desijriptors,  as  well 
as  any  guidance  CMS  may  have 
provided  for  specific  HCPCS  codes.  In 
addition,  we  have  provided  further 
instructions  on  the  billing  of  medical 
and  surgical  supplies  in  the  October 
2008  OPPS  update  (Transmittal  1599, 
Change  Request  6196,  dated  September 
19,  2008)  and  the  April  2009  OPPS 
update  (Transmittal  1702,  Change 
Request  6416,  dated  March  13,  2009). 

For  HCPCS  codes  that  are  paid  under 
the  OPPS,  providers  may  also  submit 
inquiries  to  the  AHA  Central  Office  on 
HCPCS,  which  serves  as  a  clearinghouse 
on  the  proper  use  of  Level  I  HCPCS 
codes  for  hospitals  and  certain  Level  II 
HCPCS  codes  for  hospitals,  physicians, 
and  other  health  professionals.  Inquiries 
must  be  submitted  using  the  approved 
form,  which  may  be  downloaded  from 
the  AHA  Web  site  [http:// 
www.ahacentraloffice.org}  and  either 
faxed  to  312—422-4583  or  mailed 
directly  to  the  AHA  Central  Office: 
Central  Office  on  HCPCS,  American 
Hospital  Association,  One  North 
Franklin,  Floor  29,  Chicago,  IL  60606. 

As  we  have  stated  in  the  past  (74  FR 
60367),  we  agree  with  the  commenters 
that  we  should  continue  to  encourage 
the  development  and  proliferation  of 
new  technology  under  the  OPPS.  We 
have  special  mechanisms  to  provide 
payment  for  new  technologies  and 
services  under  the  OPPS,  including  new 
technology  APCs  and  transitional  pass¬ 
through  payments  devices.  We  refer 
readers  to  sections  III.C.  and  IV. A., 
respectively,  of  this  final  rule  with 
comment  period  for  more  information 
on  these  payment  methodologies.  For  all 
OPPS  services,  we  continue  our  efforts 
to  use  the  data  from  as  many  claims  as 
possible,  through  approaches  such  as 
use  of  the  bypass  list  and  date  splitting 
of  claims  as  described  further  in  section 
II.  A.  of  this  final  rule  with  comment 
period,  and  through  methodologies  such 
as  increased  packaging  and  composite 
APCs. 

Comment:  Several  commenters 
supported  the  proposed  CY  2011 
payment  rate  for  the  implantation  of 
auditory  osseointegrated  devices, 
described  by  CPT  codes  69714 
(Implantation,  osseointegrated  implant, 
temporal  bone,  with  percutaneous 
attachment  to  external  speech 


processor/cochlear  stimulator:  without 
mastoidectomy):  69715  (Implantation, 
osseointegrated  implant,  temporal  bone, 
with  percutaneous  attachment  to 
external  speech  processor/cochlear 
stimulator:  with  mastoidectomy):  69717 
(Replacement  (including  removal  of 
existing  device),  osseointegrated 
implant,  temporal  bone,  with 
percutaneous  attachment  to  external 
speech  processor/cochlear  stimulator: 
without  mastoidectomy):  and  69718 
(Replacement  (including  removal  of 
existing  device),  osseointegrated 
implant,  temporal  bone,  with 
percutaneous  attachment  to  external 
speech  processor/cochlear  stimulator: 
with  mastoidectomy),  which  are 
assigned  to  APC  0425.  Other 
commenters  also  supported  the 
proposed  payment  rate  for  APC  0259 
(Level  VII  ENT  Procedures),  which 
includes  the  insertion  of  a  cochlear 
implant. 

Response:  We  appreciate  the 
commenters’  support  of  the  proposed 
payment  rates  for  procedures  involving 
auditory  osseointegrated  devices  and 
cochlear  implants.  We  agree  that  the 
payment  rates  for  APCs  0259  and  0425, 
calculated  according  to  the  standard 
device-dependent  APC  ratesetting 
methodology  for  the.  proposed  rule  and 
this  final  rule  with  comment  period, 
appropriately  reflect  hospitals’  relative 
costs  for  providing  these  procedures  as 
reported  to  us  in  the  claims  and  cost 
report  data. 

Comment:  One  commenter  concurred 
with  CMS’  determination  that  APC  0385 
(Level  I  Prosthetic  Urological 
Procedures)  and  APC  0386  (Level  II 
Prosthetic  Urological  Procedures) 
continue  to  be  recognized  as  device¬ 
dependent  APCs.  The  commenter 
supported  CMS’  continued  application 
of  procedure-to-device  edits  for 
procedures  assigned  to  these  APCs  to 
ensure  the  reporting  of  the  appropriate 
C-code  for  all  device-dependent  APCs. 

Response:  We  appreciate  the 
commenter’s  support  of  the  continued 
recognition  of  APCs  0385  and  0386  as 
device-dependent  APCs.  We  agree  that 
claims  processing  edits  for  devices  that 
are  integral  to  the  performance  of 
procedures  assigned  to  device¬ 
dependent  APCs  are  an  important 
element  of  the  standard  device¬ 
dependent  APC  ratesetting 
methodology. 

Comment:  Some  commenters 
recommended  that  CMS  create  a  new 
APC  for  three  CPT  codes  currently 
assigned  to  APC  0425  (Level  II 
Arthroplasty  or  Implantation  with 
Prosthesis):  CPT  code  24363 
(Arthroplasty,  elbow:  with  distal 
humerus  and  proximal  ulnar  prosthetic 
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replacement  (e.g..,  total  elbow));  CPT 
code  25446  (Arthroplasty  with 
prosthetic  replacement:  distal  radius 
and  partial  or  entire  carpus  (total 
wrist)):  and  CPT  code  27446 
(Arthroplasty,  knee,  condyle  and 
plateau;  medial  OR  lateral 
compartment).  One  commenter 
suggested  that  it  would  be  acceptable  . 
also  to  include  CPT  code  23470 
(Arthroplasty,  glenohumeral  joint; 
hemiarthroplasty)  in  the  new  APC. 
According  to  the  commenters,  CMS 
should  create  a  new  APC  because  the 
proposed  payment  rate  for  APC  0425 
would  result  in  a  significant 
underpayment  for  these  arthroplasty 
procedures.  The  commenters  argued 
that  the  broad  range  in  the  median  costs 
of  procedures  assigned  to  APC  0425 
violates  the  2  times  rule. 

Response:  We  do  not  believe  that  it  is 
necessary  to  create  a  new  APC  for 
arthroplasty  procedures.  We  do  not 
agree  with  the  assertion  that  the  current 
placement  of  CPT  codes  24363,  25446, 
and  27446  in  APC  0425  would  result  in 
significant  underpayment  for  these 
services.  Payment  based  on  a  measure  of 
central  tendency  is  a  principle  of  any 
prospective  payment  systeni.  As  we 
have  stated  in  the  past  (73  FR  68562), 
in  some  individual  cases,  payment 
exceeds  the  average  cost,  and  in  other 
cases,  payment  is  less  than  the  average 
cost.  However,  on  balance,  payment 
should  approximate  the  relative  cost  of 
the  average  case,  recognizing  that,  as  a 
prospective  payment  system,  the  OPPS 
is  a  system  of  averages.  As  stated  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66639)  and  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68546),  a 
fundamental  characteristic  of  a 
prospective  payment  system  is  that 
payment  is  to  be  set  at  an  average  for  the 
service  which,  by  definition,  means  that 
some  services  are  paid  more  or  less  than 
the  average. 

We  also  do  not  agree  w'ith  the 
commenters’  claim  that  the  current 
configuration  of  APC  0425  violates  the 
2  times  rule,  which  indicates  that  an 
APC  group  cannot  be  considered 
comparable  with  respect  to  the  use  of 


resources  if  the  highest  median  cost  (or 
mean  cost  if  elected  by  the  Secretary)  for 
an  item  or  service  in  the  group  is  more 
than  2  times  greater  than  the  lowest 
median  cost  (or  mean  cost,  if  so  elected) 
for  an  item  or  service  within  the  same 
group.  As  we  describe  in  section  III.B.2. 
of  the  proposed  rule  and  this  final  rule 
with  comment  period,  we  make 
exceptions  to  the  2  times  rule  in 
unusual  cases,  *Uch  as  low-volume 
items  and  services,  and  we  only 
consider  significant  procedures  for 
purposes  of  the  2  times  assessment.  We 
define  significant  procedures  as  those 
with  a  single  claim  frequency  of  greater 
than  1,000  or  those  with  a  frequency  of 
greater  them  99  and  that  constitute  at 
least  2  percent  of  single  claims  in  the 
APC.  There  are  three  significant 
procedures  in  APC  0425,  CPT  codes 
27446,  23470,  and  69714.  The  CY  2009 
hospital  outpatient  claims  used  for  CY 
2011  ratesetting  show  that  the  median 
cost  of  the  lowest  cost  significant 
service  in  the  APC,  described  by  CPT 
code  69714,  is  approximately  $8,212, 
compared  to 'approximately  $9,557  for 
the  highest  cost  significant  service. 

Based  on  our  claims  data,  there  is  no  2 
times  violation  in  APC  0425. 

Comment:  Several  commenters  have 
noted  that,  as  discussed  earlier  in  this 
section,  APC  0418  (Insertion  of  Left 
Ventricular  Pacing  Electrode)  has 
demonstrated  a  significant  fluctuation 
in  median  costs.  The  commenters 
agreed  that  a  significant  contributing 
factor  to  this  fluctuation  is  a  low  volume 
of  single  bills  available  for  use  in 
ratesetting.  The  commenters  suggested 
that  CMS  develop  composite  APCs  for 
cardiac  resynchronization  services  in 
order  to  enable  CMS  to  use  more  claims 
data  in  median  cost  calculations  and  to 
create  more  appropriate  payment  rates. 

Response:  For  all  OPPS  services,  we 
continue  our  efforts  to  use  the  data  from 
as  many  multiple  procedure  claims  as 
possible,  through  approaches  such  as 
use  of  the  bypass  list  and  date  splitting 
of  claims  as  described  further  in  section 
II.  A.  of  this  final  rule  with  comment 
period,  and  through  methodologies  such 
as  increased  packaging  and  composite 
APCs.  We  refer  readers  to  section 


II.A.2.e.  of  this  final  rule  with  comment 
period  for  a  detailed  summary  of  the 
public  comments  related  to  the 
establishment  of  a  composite  payment 
methodology  for  procedures  involving 
cardiac  resynchronization  therapy 
services  and  our  responses. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposed  CY  2011 
payment  policies  for  device-dependent 
APCs  without  modification.  The  CY 
2011  OPPS  payment  rates  for  device¬ 
dependent  APCs  are  based  on  their 
median  costs  calculated  from  CY  2009 
claims  and  the  most  recent  cost  report 
data,  using  only  single  procedure  claims 
that  pass  the  procedure-to-device  and 
device-to-procedure  edits,  do  not 
contain  token  charges  for  devices,  do 
not  have  an  “FB”  modifier  signifying 
that  the  device  was  furnished  without 
cost  or  with  full  credit,  and  do  not 
contain  an  “FC”  modifier  signifying  that 
the  hospital  received  partial  credit  for 
the  device.  We  continue  to  believe  that 
the  median  costs  calculated  from  the 
single  claims  that  meet  these  criteria 
represent  the  most  valid  estimated 
relative  costs  of  these  services  to 
hospitals  when  they  incur  the  full  cost 
of  the  devices  required  to  perform  the 
procedures. 

Table  4  below  lists  the  APCs  for 
which  we  used  our  standard  device¬ 
dependent  APC  ratesetting  methodology 
for  CY  2011.  We  note  that  we  are  adding 
two  new  device-dependent  APCs  for  CY 
2011  to  Table  4  APC  0318  (Implantation 
of  Cranial  Neurostimulator  Pulse 
Generator  and  Electrode)  and  APC  0319 
(Endovascular  Revascularization  of  the 
Lower  Extremity).  As  discussed  in 
sections  II.A.2.d.7.  and  II.A.2.d.9.  of  this 
final  rule  with  comment  period,  we  are 
creating  these  new  device-dependent 
APCs  in  order  to  accommodate  revisions 
to  coding  in  CY  2011  for  services  that 
were  previously  assigned  to  other 
device-dependent  APCs.  We  also  are 
deleting  APC  0225  from  Table  4  below 
because  it  is  replaced  with  APC  0318  for 
CY  2011.  We  refer  readers  to  Addendum 
A  to  this  final  rule  with  comment  period 
for  the  final  payment  rates  for  these 
APCs. 


Table  4— CY  2011  Device-Dependent  APCs 


- 1 

CY  2011  APC 

CY  201 1 
Status 
indicator 

CY  201 1  APC  Title 

0039  . 

S 

Level  1  Implantation  of  Neurostimulator  Generator. 

0040  . 

S 

Percutaneous  Implantation  of  Neurostimulator  Electrodes. 

0061  . 

S 

Laminectomy,  Laparoscopy,  or  Incision  for  Implantation  of  Neurostimulator  Electrodes. 

0082  . 

T 

Coronary  or  Non-Coronary  Atherectomy. 

0083  . . . 

T 

Coronary  or  Non-Coronary  Angioplasty  and  Percutaneous  Valvuloplasty. 

0084  . 

S 

Level  1  Electrophysiologic  Procedures. 
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Table  4— CY  2011  Device-Dependent  APCs— Continued 


CY  2011  APC 


CY  2011 
Status 
indicator 


CY  201 1  APC  Title 


Level  II  Electrophysiologic  Procedures. 

Level  III  Electrophysiologic  Procedures. 

Insertion/Replacement  of  Permanent  Pacemaker  and  Electrodes. 
Insertion/Replacement  of  Pacemaker  Pulse  Generator. 

Transcatheter  Placement  of  Intracoronary  Stents. 

Insertion/Replacement  of  Pacemaker  Leads  and/or  Electrodes. 

Insertion  of  Cardioverter-Defibrillator. 

Insertion/Replacement/Repair  of  Cardioverter-Defibrillator  Leads. 
Cannula/Access  Device  Procedures. 

Level  VII  Female  Reproductive  Procedures. 

Implantation  of  Drug  Infusion  Device. 

Transcatheter  Placement  of  Intravascular  Shunts.  ' 

Level  VII  ENT  Procedures. 

Level  V  Anterior  Segment  Eye  Procedures. 

Level  II  Implantation  of  Neurostimulator  Generator. 

Implantation  of  Cranial  Neurostimulator  Pulse  Generator  and  Electrode. 
Endovascular  Revascularization  of  the  Lower  Extremity. 

Gl  Procedures  with  Stents. 

Level  I  Prosthetic  Urological  Procedures. 

Level  II  Prosthetic  Urological  Procedures.  * 

Insertion  of  Left  Ventricular  Pacing  Electrode. 

Level  II  Arthroplasty  or  Implantation  with  Prosthesis. 

Level  II  Tube  or  Catheter  Changes  or  Repositioning. 

Level  II  Vascular  Access  Procedures. 

Level  III  Vascular  Access  Procedures. 

Level  IV  Breast  Surgery. 

Insertion  of  Intraperitoneal  and  Pleural  Catheters. 

Vascular  Reconstruction/Fistula  Repair  with  Device. 

Insertion/Replacement  of  a  Permanent  Dual  Chamber  Pacemaker. 
Insertion/Replacement/Conversion  of  a  Permanent  Dual  Chamber  Pacemaker. 
Transcatheter  Placement  of  Intracoronary  Drug-Eluting  Stents. 

Prostate  Cryoablation. 

Insertion  of  Patient  Activated  Event  Recorders. 


(2)  Blood  and  Blood  Products 

Since  the  implementation  of  the  OPPS 
in  August  2000,  we  have  made  separate 
payments  for  blood  and  blood  products 
through  APCs  rather  than  packaging 
payment  for  them  into  payments  for  the 
procedures  with  which  they  are 
administered.  Hospital  payments  for  the 
costs  of  blood  and  blood  products,  as 
well  as  for  the  costs  of  collecting, 
processing,  and  storing  blood  and  blood  . 
products,  are  made  through  the  OPPS 
payments  for  specific  blood  product 
APCs. 

In  the  CY  2011  OPPS/ASC  proposed 
mle  (75  FR  46206),  we  proposed  for  CY 
2011  to  continue  to  establish  payment 
rates  for  blood  and  blood  products  usings 
our  blood-specific  CCR  methodology, 
which  utilizes  actual  or  simulated  CCRs 
from  the  most  recently  available 
hospital  cost  reports  to  convert  hospital 
charges  for  blood  and  blood  products  to 
costs.  This  methodology  has  been  our 
standard  ratesetting  methodology  for 
blood  and  blood  products  since  CY 
2005.  It  was  developed  in  response  to 
data  analysis  indicating  that  there  was 
a  significant  difference  in  CCRs  for 
those  hospitals  with  and  without  blood- 


specific  cost  centers,  and  past  public 
comments  indicating  that  the  former 
OPPS  policy  of  defaulting  to  the  overall 
hospital  CCR  for  hospitals  not  reporting 
a  blood-specific  cost  center  often 
resulted  in  an  underestimation  of  the 
true  hospital  costs  for  blood  and  blood 
products.  Specifically,  in  order  to 
address  the  differences  in  CCRs  and  to 
better  reflect  hospitals’  costs,  we 
proposed  to  continue  to  simulate  blood 
CCRs  for  each  hospital  that  does  not 
report  a  blood  cost  center  by  calculating 
the  ratio  of  the  blood-specific  CCRs  to 
hospitals’  averall  CCRs  for  those 
hospitals  that  do  report  costs  and 
charges  for  blood  cost  centers.  We 
would  then  apply  this  mean  ratio  to  the 
overall  CCRs  of  hospitals  not  reporting 
costs  and  charges  for  blood  cost  centers 
on  their  cost  reports  in  order  to  simulate 
blood-specific  CCRs  for  those  hospitals. 
We  calculated  the  median  costs  upon 
which  the  proposed  CY  2011  payment 
rates  for  blood  and  blood  products  were 
based  using  the  actual  blood-specific 
CCR  for  hospitals  that  reported  costs 
and  charges  for  a  blood  cost  center  and 
a  hospital-specific  simulated  blood- 
specific  CCR  for  hospitals  that  did  not 


report  costs  and  charges  for  a  blood  cost 
center. 

We  indicated  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46206)  that 
we  continue  to  believe  the  hospital- 
specific,  blood-specific  CCR 
methodology  better  responds  to  the 
absence  of  a  blood-specific  CCR  for  a 
hospital  than  alternative  methodologies, 
such  as  defaulting  to  the  overall  hospital 
CCR  or  applying  an  average  blood- 
specific  CCR  across  hospitals.  Because 
this  methodology  takes  into  account  the 
unique  charging  and  cost  accounting 
structure  of  each  hospital,  we  believe 
that  it  yields  more  accurate  estimated 
costs  for  these  products.  We  indicated 
that  we  believe  that  continuing  with  this 
methodology  in  CY  2011  would  result 
in  median  costs  for  blood  and  blood 
products  that  appropriately  reflect  the 
relative  estimated  costs  of  these 
products  for  hospitals  without  blood 
cost  centers  and,  therefore,  for  these 
blood  products  in  general. 

We  requested  public  comments  in  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60373)  that 
addressed  whether  plasma  protein 
fraction  (PPF)  products  should  be 
recognized  as  blood  and  blood  products, 
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designated  with  status  indicator  “R,”  or 
as  nonpass-through  drugs  and 
biologicals,  designated  with  status 
indicator  “K.”  Specifically,  we  were 
interested  in  how  PPF  is  derived  and 
manufactured,  and  whether  the  same 
access  and  safety  concerns  that  apply  to 
the  blood  and  blood  products 
recognized  under  the  OPPS  for  payment 
purposes  also  apply  to  PPF.  Finally,  we 
were  interested  in  the  relationship 
between  albumin  and  PPF,  from 
clinical,  manufacturing,  and  safety 
perspectives,  and  whether  there  would 
be  a  rationale  for  treating  these  products 
similarly  for  OPPS  payment  purposes. 

Comment:  Several  commenters 
asserted  that  CMS’  proposed  payments 
for  blood  and  blood  products  fail  to 
cover  the  acquisition  and  overhead  costs 
incurred  by  hospitals  for  procuring, 
storing,  and  processing  blood  and  blood 
products,  especially  high  volume 
products  such  as  leukocyte  reduced  red 
blood  cells,  described  by  HCPCS  code 
P9016  (Red  blood  cells,  leukocytes 
reduced,  each  unit).  Several 
commenters  noted  that  the  most  recent 
preliminary  data  from  the  National 
Blood  Collection  and  Utilization  Survey 
support  this  assertion,  and  that  the 
Bureau  of  Labor  and  Statistics.Producer 
Price  Index  (PPI)  for  blood  and  blood 
products  increased  1.8  percent  in  2010 
compared  to  2009.  Other  commenters 
stated  that,  as  the  costs  of  blood  and 
blood  products  continue  to  rise,  it  is 
important  for  CMS  to  ensure  that  APC 
payment  rates  keep  pace  with 
technological  advances,  safety 
measures,  and  donor  recruitment 
challenges.  They  believed  that  the  2- 
year  lag  inherent  in  the  OPPS  ratesetting 
process  does  not  allow  current  payment 
rates  to  reflect  these  rising  costs. 

Response:  As  we  indicated  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60372),  we 
continue  to  believe  that  using  blood- 
specific  OCRs  applied  to  hospital  claims 
data  results  in  payments  that 
appropriately  reflect  hospitals’  relative 
costs  of  providing  blood  and  blood 
products  as  reported  to  us  by  hospitals. 
We  do  not  believe  it  is  necessary  or 
appropriate  to  use  the  PPI  for  blood  and 
organ  banks  or  survey  data  as  a 
benchmark  for  updating  the  payment 
rates  for  blood  and  blood  products  from 
year  to  year,  because  it  is  not  our 
standard  process  under  the  OPPS  for 
any  item  or  service  to  update  payment 
rates  by  implementing  across-the-board, 
product-specific  inflation  updates,  or 
updates  based  on  survey  data,  to  the 
payment  rates  that  were  in  place  the 
year  before.  Rather,  we  annually  update 
payment  groups  and  payment  weights 
using  the  most  recently  available 


hospital  claims  and  cost  report  data. 

This  process  allows  us  to  recalibrate  the 
payment  groups  and  payment  weights 
in  response  to  changes  in  hospitals’ 
costs  from  year  to  year.  A  fundamental 
principle  of  the  OPPS  is  that  it  is  based 
on  relative  weights,  and  as  we  have 
stated  in  the  past  (73  FR  68541),  it  is  the 
relativity  of  the  costs  to  one  another, 
rather  than  absolute  cost,  that  is 
important  in  setting  payment  rates.  To 
deviate  from  our  standard  OPPS 
ratesetting  methodology  and  update  the 
payment  rates  for  blood  and  blood 
products  by  the  PPI  or  based  on  survey 
data  would  skew  this  relativity.'  We  also 
note  that  the  median  costs  per  unit 
(calculated  using  the  blood-specific  OCR 
methodology)  for  this  final  rule  with 
comment  period  increase  for  the 
majority  of  the  most  commonly 
provided  blood  and  blood  products 
(including  the  highest  volume  blood 
and  blood  product,  described  by  HCPCS 
code  P9016)  by  4  percent  or  greater 
compared  to  the  CY  2010  median  costs. 

For  all  APCs  whose  payment  rates  are 
based  upon  relative  payment  weights, 
we  note  that  the  quality  and  accuracy  of 
reported  units  and  charges  significantly 
influence  the  median  costs  that  are  the 
basis  for  our  payment  rates,  especially 
for  low  volume  items  and  services. 
Beyond  our  standard  OPPS  trimming 
methodology  (described  in  section 
II.A.2.  of  this  final  rule  with  comment 
period)  that  we  apply  to  those  claims 
that  have  passed  various  types  of  claims 
processing  edits,  it  is  not  our  general 
policy  to  judge  tlie  accuracy  of  hospital 
coding  and  charging  for  purposes  of 
ratesetting. 

Comment:  One  commenter  requested 
that  CMS  exclude  blood  and  blood 
products  from  the  reductions  to  the 
increase  factor  for  OPPS  services  that 
are  mandated  by  section  3401(i)  of  the 
Affordable  Care  Act. 

Response:  As  discussed  in  section 
II.B.l.  of  this  final  rule  with  comment 
period,  for  CY  2011,  section  3401(i)  of 
the  Affordable  Care  Act  mandates  a  0.25 
percent  reduction  to  the  OPPS  increase 
factor.  The  law  does  not  exclude  blood 
and  blood  products  from  this  reduction 
in  payment  for  CY  2011,  and  we  see  no 
basis  to  implement  an  exclusion. 

Comment:  One  commenter  responded 
to  the  request  for  public  comments 
made  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR 
60373)  concerning  whether  CMS  should 
recognize  PPF  products  as  drugs  under 
the  OPPS  and  assign  status  indicator 
“K,”  rather  than  recognizing  them  as 
blood  and  blood  products  and  assigning 
them  status  indicator  “R.”  The  same 
stakeholder  also  commented  on  the 
proposal  in  the  CY  2011  OPPS/ASC 


proposed  rule  to  maintain  the  “R”  status 
indicators  for  these  products  in  CY 
2011.  In  both  comment  letters,  the 
commenter  delineated  the  relationship 
between  PPF  and  albumin,  indicating 
that,  according  to  the  American 
Association  of  Blood  Banks  (AABB)  and 
the  American  Hospital  Formulary 
Service,  albumin  and  PPF  are  derived 
through  very  similar  processes  from 
human  plasma,'although  PPF  is  subject 
to  fewer  purification  steps.  According  to 
the  commenter,  neither  albumin  nor 
PPF  is  given  through  a  filter  as  is 
coiiHnon  with  blood  products,  they 
possess  similar  pharmacologic 
properties,  contraindications, 
precautions  and  adverse  reactions;  and 
they  are  commonly  administered 
interchangeably.  The  commenter  stated 
that,  unlike  blood  products,  PPF  and 
albumin  should  be  stored  similarly  and 
not  frozen,  and  although  there  is 
potential  for  transmission  of  human 
virus,  the  risk  is  rare.  The  commenter 
further  stated  that  they  do  not  require 
type  and  crossmatching,  contain  no 
coagulation  factors,  and  are  compatible 
with  whole  blood  and  whole  packed  red 
blood  cells.  Finally,  according  to  the 
commenter,  the  AABB  indicates  in  its 
billing  guide  for  transfusion  that  • 
albumin  and  PPF  are  both  blood 
derivatives.  The  commenter  again 
recommended  that  CMS  assign  HCPCS 
codes  P9043  (Infusion,  plasma  protein 
fraction  (human),  5%,  50  ml)  and  P9048 
(Infusion,  plasma  protein  fraction 
(human),  5%,  250  ml)  to  status  indicator 
“K.”  The  commenter  also  requested  that 
CMS  instruct  hospitals  to  bill  for  PPF 
using  pharmacy  revenue  codes,  and 
appropriate  injection  or  infusion  CPT 
codes  rather  than  the  CPT  code  for 
blood  transfusion  because  the 
commenter  believed  this  product  is  a 
blood  derivative. 

Response:  In  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60373),  we  indicated  that,  because 
changing  the  status  indicators  for  these 
products  as  the  commenter 
recommended  could  have  significant 
payment  implications,  we  are  seeking 
information  and  input  from  all 
interested  stakeholders.  Specifically, 
changing  the  status  indicator  from  “R”  to 
“K”  would  require  us  to  calculate  the 
payment  rates  for  PPF  using  mean  unit 
costs  from  hospital  claims  data,  as  we 
currently  do  for  albumin  products, 
rather  than  using  our  standard  blood- 
specific  CCR  methodology  for  blood  and 
blood  products.  We  did  not  receive 
public  comments  from  other 
stakeholders  within  the  blood 
community  regarding  this  potential 
change  in  policy,  either  in  response  to 
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the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  or  to  the  CY  2011 
OPPS/ASC  proposed  rule,  and  we  do 
not  believe  we  have  sufficient  clinical 
information  at  this  time  to  warrant 
changing  how  we  have  paid  for  PPF  for 
the  last  several  years.  Therefore,  we  do 
not  believe  it  is  appropriate  to  change 
the  status  indicator  assignments  for 
HCPCS  codes  P9043  and  P9048  from 
status  indicator  “R”  to  status  indicator 
“K”  for  CY  2011. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing,  without  modification,  our  CY 
2011  proposal  to  calculate  median  costs 
upon  which  the  CY  2011  payments  rates 
for  blood  and  blood  products  are  based 
using  our  blood-specific  CCR 
methodology,  which  utilizes  actual  or 
simulated  CCRs  from  the  most  recently 
available  hospital  cost  reports  to  convert 
hospital  charges  for  blood  and  blood 
products  to  costs  (the  methodology  we 
have  utilized  since  CY  2005).  We 
believe  that  continuing  this 
methodology  in  CY  2011  results  in 
median  costs  for  blood  and  blood 
products  that  appropriately  reflect  the 
relative  estimated  costs  of  these 
products  for  hospitals  without  blood 
cost  centers  and,  therefore,  for  these 
products  in  general. 

We  refer  readers  to  Addendum  B  to 
this  final  rule  with  comment  period  for 
the  final  CY  2011  payment  rates  for 
blood  and  blood  products,  which  are 
identified  with  status  indicator  “R.”  For 
a  more  detailed  discussion  of  the  blood- 
specific  CCR  methodology,  we  refer 
readers  to  the  CY  2005  OPPS  proposed 
rule  (69  FR  50524  through  50525).  For 
a  full  history  of  OPPS  payment  for  blood 
and  blood  products,  we  refer  readers  to 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66807  through 
66810). 

(3)  Single  Allergy  Tests 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46206),  we  proposed  to 
continue  with  our  methodology  of 
differentiating  single  allergy  tests  (“per 
test”)  from  multiple  allergy  tests  (“per 
visit”)  by  assigning  these  services  to  two 
different  APCs  to  provide  accurate 
payments  for  these  tests  in  CY  2011. 
Multiple  allergy  tests  are  currently 
assigned  to  APC  0370  (Allergy  Tests), 
with  a  median  cost  calculated  based  on 
the  standard  OPPS  methodology.  We 
provided  billing  guidance  in  CY  2006  in 
Transmittal  804  (issued  on  January  3, 
2006)  specifically  clarifying  that 
hospitals  should  report  charges  for  the 
CPT  codes  that  describe  single  allergy 
tests  to  reflect  charges  “per  test”  rather 
than  “per  visit”  and  should  bill  the 
appropriate  number  of  units  (as  defined 


in  the  CPT  code  descriptor)  of  these  CPT 
codes  to  describe  all  of  the  tests 
provided.  However,  as  noted  in  the 
proposed  rule,  our  CY  2009  claims  data 
available  for  the  proposed  rule  for  APC 
0381  did  not  reflect  improved  and  more 
consistent  hospital  billing  practices  of 
“per  test”  for  single  allergy  tests.  The  ‘ 
median  cost  of  APC  0381,  calculated  for 
the  proposed  rule  according  to  the 
standard  single  claims  OPPS 
methodology,  was  approximately  $52, 
significantly  higher  than  the  CY  2010 
median  cost  of  APC  0381  of 
approximately  $29  calculated  according 
to  the  “per  unit”  methodology,  and 
greater  than  we  would  expect  for  th^se 
procedures  that  are  to  be  reported  “per 
test”  with  the  appropriate  number  of 
units.  Some  claims  for  single  allergy 
tests  still  appear  to  provide  charges  that 
represent  a  “per  visit”  charge,  rather 
than  a  “per  test”  charge.  Therefore, 
consistent  with  our  payment  policy  for 
single  allergy  tests  since  CY  2006,  we 
calculated  a  proposed  “per  unit”  median 
cost  for  APC  0381,  based  upusn  595 
claims  containing  multiple  units  or 
multiple  occurrences  of  a  single  CPT 
code.  The  proposed  CY  2011  median 
cost  for  APC  0381  using  the  “per  unit” 
methodology  was  approximately  $29. 

For  a  full  discussion  of  this 
methodology,  we  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66737). 

We  did  not  receive  any  public 
comments  on  our  CY  2011  proposal  for 
determining  payment  of  single  allergy 
tests.  We  are  finalizing  our  CY  2011 
proposal,  without  modification,  to 
calculate  a  “per  unit”  median  cost  for 
APC  0381  as  described  above  in  this 
section.  The  final  CY  2011  median  cost 
of  APC  0381  is  approximately  $33. 

(4)  Hyperbaric  Oxygen  Therapy  (APC 
0659) 

Since  the  implementation  of  OPPS  in 
August  2000,  the  OPPS  has  recognized 
HCPCS  code  Cl 300  (Hyperbaric  oxygen 
under  pressure,  full  body  chamber,  per 
30  minute  interval)  for  hyperbaric 
oxygen  thefapy  (HBOT)  provided  in  the 
hospital  outpatient  setting.  In  the  CY 
2005  final  rule*with  comment  period  (69 
FR  65758  through  65759),  we  finalized 
a  “per  unit”  median  cost  calculation  for 
APC  0659  (Hyperbaric  Oxygen)  using 
only  claims  with  multiple  units  or 
multiple  occurrences  of  HCPCS  code 
Cl  300  because  delivery  of  a  typical 
HBOT  service  requires  more  than  30 
minutes.  We  observed  that  claims  with 
only  a  single  occurrence  of  the  code 
were  anomalies,  either  because  they 
reflected  terminated  sessions  or  because 
they  were  incorrectly  coded  with  a 
single  unit.  In  the  same  rule,  we  also 


established  that  HBOT  would  not 
generally  be  furnished  with  additional 
services  that  might  be  packaged  under 
the  standard  OPPS  APC  median  cost 
methodology.  This  enabled  us  to  use 
claims  with  multiple  units  or  multiple 
occurrences.  Finally,  we  also  used  each 
hospital’s  overall  CCR  to  estimate  costs 
for  HCPCS  code  Cl 300  from  billed 
charges  rather  than  the  CCR  for  the 
respiratory  therapy  or  other 
departmental  cost  centers.  The  public 
comments  on  the  CY  2005  OPPS 
proposed  rule  effectively  demonstrated 
that  hospitals  report  the  costs  and 
charges  for  HBOT  in  a  wide  variety  of 
cost  centers.  Since  CY  2005,  we  have 
used  this  methodology  to  estimate  the 
median  cost  for  HBOT.  The  median 
costs  of  HBOT  using  this  methodology 
have  been  relatively  stable  for  the  last  5 
years. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46206),  for  CY  2011,  we 
proposed  to  continue  using  the  same 
methodology  to  estimate  a  “per  unit” 
median  cost  for  HCPCS  code  Cl 300. 

This  methodology  resulted  in  a 
proposed  APC  median  cost  of 
approximately  $109  using  328,960 
claims  with  multiple  units  or  multiple 
occurrences  for  HCPCS  code  Cl 300  for 
CY  2011. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  continue 
to  use  our  established  ratesetting 
methodology  for  calculating  the  median 
cost  of  APC  0659  for  payment  of  HBOT 
for  CY  2011.  We  are  finalizing  our  CY 
2011  proposal,  without  modification,  to 
continue  to  use  our  established 
ratesetting  methodology  for  calculating 
the  median  cost  of  APC  0659  for 
payment  of  HBOT,  with  a  final  CY  2011 
median  cost  of  approximately  $150. 

(5)  Payment  for  Ancillary  Outpatient 
Services  When  Patient  Expires  (APC 
0375) 

In  the  November  1,  2002  final  rule 
with  comment  period  (67  FR  66798),  we 
discussed  the  creation  of  the  new 
HCPCS  modifier  -CA  to  address 
situations  where  a  procedure  on  the 
OPPS  inpatient  list  must  be  performed 
to  resuscitate  or  stabilize  a  patient 
(whose  status  is  that  of  an  outpatient) 
with  an  emergent,  life-threatening 
condition,  and  the  patient  dies  before 
being  admitted  as  an  inpatient.  HCPCS 
modifier  -CA  is  defined  as  a  procedure 
payable  only  in  the  inpatient  setting 
when  performed  emergently  on  an 
outpatient  who  expires  prior  to 
admission.  In  Transmittal  A-02-129, 
issued  on  January  3,  2003,  we  instructed 
hospitals  on  the  use  of  this  modifier.  For 
a  coinplete  description  of  the  history  of 
the  policy  and  the  development  of  the 
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payment  methodology  for  these 
services,  we  refer  readers  to  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68157  through  68158). 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46207),  for  CY  2011',  we 
proposed  to  continue  to  use  our 
established  ratesetting  methodology  for 
calculating  the  median  cost  of  APC  0375 
(Ancillary  Outpatient  Services  When 
Patient  Expires)  and  to  continue  to  make 
one  payment  under  APC  0375  for  the 
services  that  meet  the  specific 
conditions  for  using  HCPCS  modifier 
-CA.  We  proposed  to  calculate  the 
relative  payment  weight  for  APC  0375 
hy  using  all  claimsjeporting  a  status 
indicator  “C”  (inpatient  procedures) 
appended  with  HCPCS  modifier  -CA, 
using  estimated  costs  firom  claims  data 
for  line-items  with  a  HCPCS  code 
assigned  to  status  indicators  “G,”  “H,” 
“K.”  “N,”  “Ql,”  “Q2,”  “Q3,”  “R.”  “S,”  “T,” 
“U,”  “V,”  and  “X”  and  charges  for 
packaged  revenue  codes  without  a  , 
HCPCS  code.  (We  refer  readers  to 
section  XIII.A.l.  of  this  final  rule  with 
comment  period  for  a  complete  listing 
of  status  indicators).  We  continue  to 
believe  that  this  methodology  results  in 
the  most  appropriate  aggregate  median 
cost  for  the  ancillary  services  provided 
in  these  unusual  clinical  situations. 

As  discussed  in  the  CY  2011  OPPS/ 
ASC  proposed  rule*  (75  FR  46207),  we 
believe  that  hospitals  are  reporting  the 
HCPCS  modifier  -CA  according  to  the 
policy  initially  established  in  CY  2003. 
We  note  that  the  claims  frequency  for 
APC  0375  has  been  relatively  stable  over 
the  past  few  years.  Although  the  median 
cost  for  APC  0375  has  increased,  the 
median  in  the  CY  2009  OPPS  claims 
data  used  for  development  of  proposed 
rates  for  CY  2011  was  only  slightly 
higher  than  that  for  CY  2010.  Variation 
in  the  median  cost  for  APC  0375  is 
expected  because  of  the  small  number  of 
claims  and  because  the  specific  cases 
are  grouped  by  the  presence  of  the 
HCPCS  modifier ‘-CA  appended  to  an 
inpatient  procedure  and  not  according 
to  the  standard  APC  criteria  of  clinical 
and  resource  homogeneity.  Cost 
variation  for  APC  0375  from  year  to  year 
is  anticipated  and  acceptable  as  long  as 
hospitals  continue  judicious  reporting 
of  the  HCPCS  modifier  -CA.  Table  5  of 
the  proposed  rule  (75  FR  46207)  showed 
the  number  of  claims  and  the  proposed 
median  costs  for  APC  0375  for  CYs 
2007,  2008,  2009,  and  2010.  For  CY 
2011,  we  proposed  a  median  cost  of 
approximately  S6,566  for  APC  0375 
based  on  117  claims. 

We  did  not  receive  any  public 
comments  regarding  this  proposal. 
Therefore,  for  the  reasons  explained  in 
the  CY  2011  OPPS/ASC  proposed  rule 


(75  FR  46207),  we  are  finalizing  our  CY 
2011  proposal,  without  modification,  to 
continue  to  use  our  established 
ratesetting  methodology  for  calculating 
the  median  cost  of  APC  0375,  which  has 
a  final  CY  2011  APC  median  cost  of 
approximately  $6,304.  Table  5  below 
shcTws  the  number  of  claims  and  the 
final  median  costs  for  APC  0375  for  CYs 
2007,  2008,  2009,  2010,  and  2011. 

Table  5 — Claims  for  Ancillary 
Outpatient  Services  When  Pa-  . 
TiENT  Expires  (-CA  Modifier)  for 
CYs  2007  Through  201 1 


Prospective  payment 
year 

Number  i 
of  1 

claims 

ARC 

median 

cost 

CY  2007  . 

260  1 

$3,549 

CY  2008  . 

183  ! 

4,945 

CY  2009  . 

168  i 

5,545 

CY  2010 . 

182  1 

5,911 

CY  201 1  . 

168  1 

6,304 

(6)  Pulmonary  Rehabilitation  (APC 
0102) 

Section  144(a)(1)  of  Public  Law  110- 
275  (MIPPA)  added  section  1861(fff)  to 
the  Act  to  provide  Medicare  Part  B 
coverage  and  payment  for  a 
comprehensive  program  of  pulmonary 
rehabilitation  services  furnished  to 
beneficiaries  with  chronic  obstructive 
pulmonary  disease,  effective  January  1, 
2010.  Accordingly,  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period,  we  established  a  policy  to  pay 
for  pulmonary  rehabilitation  (PR) 
services  furnished  as  a  part  of  the 
comprehensive  PR  program  benefit  (74 
FR  60567).  We  created  new  HCPCS  code 
G0424  (Pulmonary  rehabilitation, 
including  exercise  (includes 
monitoring),  one  hour,  per  session,  up 
to  two  sessions  per  day)  and  assigned 
the  code  to  new  APC  0102  (Level  II 
Pulmonary  Treatment). 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46207  through  46208),  for 
CY  2011,  we  proposed  to  continue  to 
require  hospitals  to  report  PR  services 
provided  under  the  comprehensive  PR 
benefit  provided  by  section  1861(fff)  of 
the  Act  using  HCPCS  code  G0424.  We 
also  proposed  to  continue  to  use  the 
methodology  described  in  the  CY  2010  , 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60567  through  60570)  to 
calculate  the  median  cost  on  which  the 
proposed  payment  rate  for  CY  2011  is 
based.  Specifically,  we  proposed  to 
continue  to  assign  HCPCS  code  G0424 
to  APC  0102  and  to  calculate  a  median 
“per  session”  cost  simulated  from 
historical  hospital  claims  data  for 
similar  pulmonary  therapy  services  for 
the  CY  2011  OPPS. 


To  simulate  the  proposed  “per 
session”  median  cost  of  HCPCS  code 
G0424  from  claims  data  for  existing 
services,  we  used  only  hospital  claims 
that  contained  at  least  one  unit  of 
HCPCS  code  G0239  (Therapeutic 
procedures  to  improve  respiratory 
function  or  increase  strength  or 
endurance  of  respiratory  muscles,  two 
or  more  individuals  (includes 
monitoring)),  the  group  code  that  is 
without  limitation  on  time  duration, 
and  one  unit  of  HCPCS  code  G0237 
(Therapeutic  procedures  to  increase 
strength  or  endurance  of  respiratory 
muscles,  face  to  face,  one  on  one,  each 
15  minutes  (includes  monitoring))  or 
G0238  (Therapeutic  procedures  to 
improve  respiratory  function,  other  than 
described  by  G0237,  one  on  one,  face  to 
face,  per  15  minutes  (includes 
monitoring)),  the  individual,  face-to-face 
codes  that  report  15  minutes  of  service 
on  the  same  date  of  service.  We 
continue  to  believe  that  patients  in  a  PR 
program  would  typically  receive 
individual  and  group  services  during 
each  session  of  approximately  1  hour  in 
duration.  This  proposal  is  consistent 
with  public  comments  received  on  the 
CY  20ll)  OPPS/ASC  proposed  rule  that 
were  addressed  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60569).  The  commenters  to  the  CY 
2010  OPPS/ASC  proposed  rule 
suggested  that  PR  is  often  provided  in 
group  sessions  in  the  HOPD,  although 
patients  commonly  require  additional 
one-on-one  care  in  order  to  fully 
participate  in  the  program.  We  note  that 
our  use  of  “per  session”  claims  that 
report  one  unit  of  HCPCS  code  G0237  or 
G0238  and  one  unit  of  HCPCS  code 
G0239  in  this  simulation  methodology 
is  also  consistent  with  our  overall 
finding  that  approximately  2.4  service 
units  of  the  HCPCS  G-codes  are 
furnished  per  day  on  a  single  date  of 
service,  usually  consisting  of  both 
individual  and  group  services,  for 
patients  receiving  pulmonary  therapy 
services  in  the  HOPD  based  upon  CY 
2008  claims  used  for  CY  2010  OPPS 
final  rule  ratesetting.  We  continue  to 
believe  that  the  typical  session  of  PR  is 
1  hour  based  on  public  comments  that 
indicated  a  session  of  PR  is  typically  1 
hour  and  on  our  findings  that  the  most 
commonly  reported  HCPCS  code  for 
pulmonai-y  treatment  is  HCPCS  code 
G0239,  which  has  no  time  definition  for 
this  group  service. 

In  the  calculation  of  the  CY  2011 
proposed  median  cost  for  APC  0102,  we 
included  all  costs  of  the  related  tests 
and  assessment  services,  including  CPT 
codes  94620  (Pulmonary  stress  testing, 
simple  (e.g.  6-minute  walk  test. 
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prolonged  exercise  test  for 
bronchospasm  with  pre-  and  post¬ 
spirometry  and  oximetry)),  94664 
(Demonstration  and/or  evaluation  of 
patient  utilization  of  an  aerosol 
generator,  nebulizer,  metered  dose 
inhaler  or  IPPB  device),  and  94667 
(Manipulation  chest  wall,  such  as 
cupping,  percussing,  and  vibration  to 
facilitate  lung  function;  initial 
demonstration  and/or  evaluation)  and 
all  the  costs  of  all  CPT  codes  for 
established  patient  clinic  visits  on  the 
same  date  of  service  as  the  HCPCS  codes 
in  the  claims  we  used  to  simulate  the 
median  cost  for  HCPCS  code  G0424, 
which  is  the  only  HCPCS  code  in  APC 
0102.  After  identifying  these  “per 
session”  claims,  which  we  believe 
represent  1  hour  of  care,  we  summed 
the  costs  and  calculated  the  median  cost 
for  the  set  of  selected  claims.  In  light  of 
the  cost  and  clinical  similarities  of  PR 
and  the  existing  services  described  by 
HCPCS  codes  G0237,  G0238,  and  G0239 
and  the  CPT  codes  for  related 
assessments  and  tests,  and  the 
significant  number  of  “per  session” 
hospital  claims  we  found,  we  indicated 
in  the  CY  2011  OPPS/ASC  proposed 
rule  that  we  were  confident  that  the 
proposed  simulated  median  cost  for 
HCPCS  code  G0424  and  APC  0102  of 
approximately  $68  was  a  valid  estimate 
of  the  expected  hospital  cost  of  a  PR 
session.  We  noted  that  this  proposed 
median  cost  was  higher  than  the  CY 
2010  final  rule  median  cost  for  HCPCS 
code  G0424  and  APC  0102  of 
approximately  $50  on  which  the  CY 
2010  payment  is  based. 

Comment:  Several  commenters 
approved  the  increase  in  payment  for 
PR  services  to  $68  per  hour  for  CY  2011, 
stating  that  the  rate  better  represents 
actual  costs.  One  commenter  noted  a 
CPT  proposal  to  change  the  reference 
code  for  the  pulmonary  rehabilitation 
portion  of  lung  volume  reduction 
surgery  from  CPT  code  93797  (Physician 
services  for  outpatient  cardiac 
rehabilitation;  without  continuous  ECG 
monitoring  (per  session)  to  CPT  code 


93798  (Physician  services  for  outpatient 
cardiac  rehabilitation;  with  continuous 
ECG  monitoring  (per  session).  The 
commenter  stated  that  GPT  code  93798 
is  a  more  appropriate  comparison  for 
HCPCS  code  G0424.  In  addition,  the 
commenters  noted  that  CPT  code  94620 
(Pulmonary  stress  testing;  simple  (e.g.  6- 
minute  walk  test,  prolonged  exercise 
test  for  bronchospasm  with  pre-  and 
post-spirometry  and  oximetry))  is  paid 
at  a  rate  of  $65  in  the  office  setting  when 
performed  alone,  and  when  performed 
with  pulmonary  rehabilitation,  they  are 
bundled  into  APC  0102  with  a  proposed 
payment  rate  of  $68  in  the  hospital 
outpatient  setting  and  with  a  proposed 
payment  rate  of  $28.58  when  the  service 
is  provided  in  the  office  setting. 

Response:  We  appreciate  the  provided 
information  on  the  change  to  the 
reference  code  for  the  pulmonary 
rehabilitation  portion  of  lung  volume 
reduction  surgery.  We  believe  the 
commenter  relayed  this  information  to 
support  the  proposed  increase  in 
payment  for  HCPCS  code  G0424 
because  CPT  code  97398  contains 
continuous  ECG  monitoring  and  CPT 
code  97397  does  not.  While  we  observe 
a  minimal  difference  in  estimated  cost 
for  CPT  codes  93797  and  93798  in  the 
CY  2009  claims  data  that  we  used  to 
model  payments  in  this  final  rule  with 
comment  period,  we  do  not  believe  this 
influenced  the  observed  increase 
between  the  CY  2010  median  cost  of  $50 
and  the  proposed  CY  2011  median  cost 
of  $68.  The  proposed  CY  2011  median 
cost  for  HCPCS  code  G0424  was  based 
on  costs  estimated  from  hospital  charges 
on  CY  2009  claims  for  HCPCS  codes 
G0237,  G0238,  and  G0239  and 
supporting  services  CPT  codes  94620, 
94664,  and  94667  and  all  costs  of  all 
CPT  codes  for  established  patient  clinic 
visits  reported  on  the  same  date.  We 
believe  the  observed  increase  in  the 
median  cost  for  HCPCS  code  G0424  may 
be  attributable  to  changes  in  hospital 
charges  for  these  codes  or  to  a  change 
in  the  mix  of  hospitals  reporting  these 
services  in  the  CY  2009  claims  data. 


With  regard  to  the  comment  about 
CPT  code  94620,  we  believe  the 
commenter  intended  to  point  out  that 
the  median  cost  for  HCPCS  code  G0424 
does  not  adequately  reflect  the  cost 
associated  with  the  6  minute  walk  test. 

In  our  analysis  for  creating  a  simulated 
median  cost  for  G0424  in  the  CY  2010 
final  rule  with  comment  period,  we 
observed  that  CPT  code  94620  appeared 
on  the  same  claim  as  HCPCS  codes 
G0237,  G0238,  and  G0239  in 
approximately  3  percent  of  the  cases; 
indicating  that  this  service  is  rarely 
performed  as  part  of  a  typical 
pulmonary  rebahilitation  session.  The 
proposed  median  cost  of  $68  for  HCPCS 
code  G0424  reflects  the  packaged  cost  of 
CPT  code  94620  and  related  services  to 
the  extent  that  hospitals  report  this 
service  in  conjunction  with  pulmonary 
rehabilitation. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  to  establish  a  median  cost 
for  APC  0102  by  using  claims  with  one 
unit  of  HCPCS  code  G0239,  and  one 
unit  of  HCPCS  code  G0237  or  G0238, 
and  including  all  costs  of  the  related 
tests  and  assessment  services  (CPT 
codes  94620,  94664,  and  94667  and  all 
the  costs  of  all  CPT  codes  for 
established  patient  clinic  visits  reported 
on  the  same  date),  which  results  in  a 
final  CY  2011  median  cost  for  HCPCS 
code  G0424  of  approximately  $62. 

(7)  Endovascular  Revascularization  of 
the  Lower  Extremity  (APCs  0083,  0229, 
and  0319) 

For  CY  2011,  the  AMA’s  CPT 
Editorial  Panel  created  16  new  CPT 
codes  in  the  Endovascular 
Revascularization  section  of  the  2011 
CPT  Code  Book  to  describe 
endovascular  revascularization 
procedures  of  the  lower  extremity 
performed  for  occlusive  disease.  Table  6 
lists  the  16  new  CPT  codes  that  will  be 
effective  January  1,  2011. 


Table  6— New  Endovascular  Revascularization  CPT  Procedure  Codes  Effective  January  1,  2011 


CPT  Code 


Long  descriptor 


37220 

37221 

37222 

37223 

37224 

37225 


Revascularization,  endovascular,  open  or  percutaneous,  iliac  artery,  unilateral,  initial  vessel;  with  transluminal  angioplasty. 

Revascularization,  endovascular,  open  or  percutaneous,  iliac  artery,  unilateral,  initial  vessel;  with  transluminal  stent  place¬ 
ment's),  includes  angioplasty  within  the  same  vessel,  when  performed. 

Revascularization,  endovascular,  open  or  percutaneous,  iliac  artery,  each  additional  ipsilateral  iliac  vessel;  with 
transluminal  angioplasty  (List  separately  in  addition  to  code  for  primary  procedure). 

Revascularization,  iliac  artery,  each  additional  ipsilateral  iliac  vessel;  with  transluminal  stent  placement(s)  (List  separately 
in  addition  to  code  for  primary  procedure),  includes  angioplasty  within  the  same  vessel,  when  performed. 

Revascularization,  endovascular,  open  or  percutaneous,  femoral/popliteal  artery(s),  unilateral;  with  transluminal 
angioplasty. 

Revascularization,  endovascular,  open  or  percutaneous,  femoral/popliteal  artery(s),  unilateral;  with  atherectomy,  includes 
angioplasty  within  the  same  vessel,  when  performed. 
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Table  6— New  Endovascular  Revascularization  CRT  Procedure  Codes  Effective  January  1,  2011— 

Continued 


CRT  Code  !  -  Long  descriptor 

- 1 - - - 

37226  . I  Revascularization,  endovascular,  open  or  percutaneous,  femoral/popliteal  artery(s),  unilateral;  with  transluminal  stent 

I  placement(s),  includes  angioplasty  within  the  same  vessel,  when  performed. 

37227  . I  Revascularization,  endovascular,  open  or  percutaneous,  femoral/popliteal  artery(s),  unilateral;  with  transluminal  stent 

placement(s)  and  atherectomy,  includes  angioplasty  within  the  same  vessel,  when  performed. 

37228  . i  Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  initial  vessel;  with  transluminal 

!  angioplasty. 

37229  .  '  Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  initial  vessel;  with  atherectomy, 

includes  angioplasty  within  the  same  vessel,  when  performed. 

37230  . i  Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  initial  vessel;  with  transluminal 

stent  placement(s),  includes  angioplasty  within  the  same  vessel,  when  performed. 

37231  . I  Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  initial  vessel;  with  transluminal 

j  stent  placement(s)  and  atherectomy,  includes  angioplasty  within  the  same  vessel,  when  performed. 

37232  .  '  Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  each  additional  vessel;  with 

transluminal  angioplasty  (List  separately  in  addition  to  code  for  primary  procedure). 

37233  . I  Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  each  additional  vessel;  with 

atherectomy  (List  separately  in  addition  to  code  for  primary  procedure),  includes  angioplasty  within  the  same  vessel, 
when  performed. 

37234  .  I  Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  each  additional  vessel;  with 

transluminal  stent  placement(s)  (List  separately  in  addition  to  code  for  primary  procedure),  includes  angioplasty  within 
the  same  vessel,  when  performed. 

37235  . !  Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  each  additional  vessel;  with 

!  transluminal  stent  placement(s)  and  atherectomy  (List  separately  in  addition  to  code  for  primary  procedure),  includes 
angioplasty  within  the  same  vessel,  when  performed. 


Our  standard  process  for  dealing  with 
new  CPT  codes  is  to  assign  the  code  to 
the  APC  that  we  believe  contains 
services  that  are  comparable  with 
respect  to  clinical  characteristics  and 
resources  required  to  furnish  the 
service.  The  new  CPT  code  is  given  a 
comment  indicator  of  “NI”  to  identify  it 
as  a  new  interim  APC  assignment  for  the 
new  year  and  the  APC  assignment  for 
the  new  codes  is  then  open  to  public 
comment.  In  some,  bufnot  all,  cases,  we 
are  able  to  use  the  existing  data  from 
established  codes  to  simulate  an 
estimated  median  cost  for  the  new  code 
to  guide  us  in  the  assignment  of  the  new 
code  to  an  APC.  In  the  case  of  the  new 
endovascular  revascularization  codes, 
we  were  able  to  use  the  existing  CY 
2009  claims  and  most  current  cost 
report  data  to  create  simulated  median 
costs  for  12  of  the  16  new  separately 
payable  codes. 

Specifically,  to  estimate  the  hospital 
costs  associated  with  the  16  new 
endovascular  revascularization  CPT 
codes  based  on  their  CY  2011 
descriptors,  we  used  claims  data  from 
hospital  outpatient  claims  submitted  in 
CY  2009  and  the  most  recent  cost  report 
information  submitted  by  the  hospitals 
that  submitted  claims  for  the  services  as 
they  were  reported  in  CY  2009.  We  note 
that  all  of  the  services  that  were 
previously  reported  to  describe  ‘ 
endovascular  revascularization  of  the 
low'er  extremity  for  occlusive  disease 
were  assigned  to  three  APCs  in  CY  2009. 
These  included  APCs  0082  (Coronary  or 
Non-Coronary  Atherectomy),  0083 


(Coronary  or  Non-Coronary  Angioplasty 
and  Percutaneous  Valvuloplasty),  and 
0229  (Transcatheter  Placement  of 
Intravascular  Shunts). 

Because  the  endovascular 
revascularization  CPT  codes  are  new  for 
CY  2011,  we  used  our  CY  2009  single 
and  “pseudo”  single  claims  data  to 
simulate  the  new  CY  2011  CPT  code 
definitions.  As  shown  in  Table  7  below, 
many  of  the  new  endovascular 
revascularization  CPT  codes  were 
previously  reported  using  a  combination 
of  CY  2009  CPT  codes.  In  order  to 
simulate  median  costs,  we  selected 
claims  that  we  believe  meet  the 
definition  for  each  of  the  new 
endovascular  revascularization  CPT 
codes.  Table  7  shows  the  criteria  we 
applied  to  select  a  claim  to  be  used  in 
the  calculation  of  the  median  cost  for 
the  new  codes  (shown  in  column  A).  We 
developed  these  criteria  based  on  our 
clinicians’  understanding  of  services 
that  were  reported  by  CY  2009  CPT 
codes  that,  in  various  combinations, 
reflect  the  services  provided  that  are 
described  by  the  new  CPT  codes  for  CY 
2011.  For  example,  in  CY  2009,  the 
procedure  described  by  new  CY  2011 
CPT  code  37222  (Revascularization, 
endovascular,  open  or  percutaneous, 
iliac  artery,  each  additional  ipsilateral 
iliac  vessel;  with  transluminal 
angioplasty  (List  separately  in  addition  ' 
to  code  for  primary  procedure))  would 
have  been  reported  using  the  following 
combination  of  procedures:  (1)  The 
transluminal  balloon  angioplasty  of  the 
iliac -Would  have  been  reported  using 


CPT  code  35454  (Transluminal  balloon 
angioplasty,  open;  iliac)  or  35473 
(Transluminal  balloon  angioplasty, 
percutaneous;  iliac);  (2)  the  catheter 
placement  would  have  been  reported 
using  CPT  code  36248  (Selective 
catheter  placement,  arterial  system; 
additional  second  order,  third  order, 
and  beyond,  abdominal,  pelvic,  or  lower 
extremity  artery  branch,  within  a 
vascular  family  (List  in  addition  to  code 
for  initial  second  or  third  order  vessel 
as  appropriate));  and  (3)  the  radiological 
supervision  and  interpretation  of  the 
transluminal  balloon  angioplasty  would 
have  been  reported  using  CPT  code 
75962  (Transluminal  balloon 
angioplasty,  peripheral  artery,  other . 
than  cervical  carotid,  renal  or  other 
visceral  artery,  iliac  or  lower  extremity, 
radiological  supervision  and 
interpretation)  and/or  75964 
(Transluminal  balloon  angioplasty,  each 
additional  peripheral  artery  other  than 
cervical  carotid,  renal  or  other  visceral 
artery,  iliac  and  lower  extremity, 
radiological  supervision  and 
interpretation  (List  separately  in 
addition  to  code  for  primary 
procedure)).  In  columns  B,  C,  D,  ancTE 
of  Table  7,  for  each  new  CY  2011  CPT 
code  listed  under  column  A,  we 
identified  the  CY  2009  CPT  codes  that 
we  believed  corresponded  to  each  new 
code  for  which  we  had  CY  2009  claims 
data  and  that  we  required  or  permitted 
to  be  reported  on  the  same  line-item 
date  of  service  for  a  particular  claim  to 
be  used  for  calculating  the  median  costs 
for  the  new  codes.  Specifically,  we 


Federal  Register/ Vol.  75,  No.  226 / Wednesday,  November  24,  2010 /Rules  and  Regulations  71843 


required  that  at  least  one  unit  of  one  of 
the  separately  payable  codes  in  column 
B  must  be  on  the  claim  (we  permitted 
any  number  of  units  of  these  codes  to 
be  on  the  claim).  Where  there  are  codes 
listed  in  column  C,  we  also  required 
that  at  least  one  unit  of  one  and  only 
one  of  the  codes  that  appears  under 
column  C  must  be  on  the  claim  (we 
permitted  any  number  of  units  of  the 
code  to  be  on  the  claim).  Where  there 
are  codes  in  column  D,  we  required  at 
least  one  unit  of  each  of  the  codes  in 
column  D  (we  permitted  any  number  of 
units  of  these  codes  to  be  on  the  claim). 
In  addition,  in  column  E,  we  identified 
several  codes  that  were  paid  separately 
in  CY  2009  but  which  we  decided 
should  be  packaged  into  the  new 
endovascular  revascularization  CPT 
codes  if  they  appeared  on  the  claim 
with  the  other  codes  in  columns  B 
through  D. 

For  example,  in  determining  the  CPT 
median  cost  for  new  CPT  code  37221, 


we  used  only  those  claims  that 
contained  one  unit  of  one  and  only  one 
of  the  CPT  codes  listed  under  column  B, 
specifically  CPT  code  37205  or  37207, 
and  at  least  one  unit  (while  allowing 
multiple  units)  of  one  and  only  one  of 
the  CPT  codes  that  appear  under 
column  C,  specifically  CPT  codes 
36000,  36245,  or  36246.  We  allowed  any 
number  of  units  for  the  code  in  column 
D,  and  packaged  the  costs  for  the  codes 
in  column  E  (CPT  codes  35454  and 
35473)  if  they  appeared  on  the  claim. 

We  applied  this  same  methodology  to 
select  claims  that  we  believe  reflected 
the  services  defined  in  each  new  CPT 
code.  In  addition,  we  excluded  claims 
that  met  these  criteria  if  the  claim 
contained  a  service  to  which  a  status 
indicator  of  “S,”  “T,”  “V,”  or  “X”  was 
assigned,  if  such  code  did  not  meet  the 
criteria  for  the  new  code.  By  doing  this, 
we  simulated  a  single  procedure  bill  for 
the  new  code.  In  additiop,  we  applied 
the  standard  packaging,  trimming,  and 


wage  standardization  that  we  apply  in 
the  median  calculation  process.  We 
used  approximately  19,283  claims  that 
met  the  code  specific  criteria  to 
calculate  CPT  level  medians  and  the 
median  cost  for  these  new  codes.  Table 
7  below  displays  the  combinations  of 
CY  2009  code  data  that  we  used  to 
select  the  claims  we  used  to  create 
simulated  median  costs  for  the  new 
codes  (columns  A  through  E),  and  the 
frequency  of  claims  that  met  the  criteria 
(column  F)  we  calculated  for  each  new 
code  using  the  CY  2009  data  for  the 
previously  existing  CPT  codes  for  these 
services.  We  note  that  we  did  not 
identify  any  claims  that  met  the  criteria 
for  new  CPT  codes  37222,  37223,  37234 
and  37235,  in  part  due  to  the 
requirement  that  there  must  be  no  major 
separately  paid  procedures  on  the  claim 
other  than  those  we  identified  for  the 
new  code. 


Table  7— Simulated  CY  2009  Code  Combinations  and  Frequencies  for  the  New  CY  2011  Endovascular  Revascularization  CRT  Codes 
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After  determining  the  simulated 
median  costs  for  the  procedures,  we 
assigned  each  CPT  code  to  appropriate 
APCs  based  on  their  clinical 
homogeneity  and  resource  use.  Of  the 
16  new  codes,  we  assigned  nine  CPT 
codes  to  APC  0083,  five  to  APC  0229, 
and  created  a  new  APC  for  two  CPT 
codes.  Specifically,  we  assigned  CPT 
codes  37220, 37221,  37222,  37223, 
37224,  37228,  37232, 37234, and  37235 
to  APC  0083,  which  has  a  final  CY  2011 
APC  median  cost  of  approximately 
$3,740.  In  addition,  we  assigned  CPT 
codes  37225, 37226, 37229, 37230,  and 


37233  to  APC  0229,  which  has  a  final 
CY  2011  APC  median  cost  of 
approximately  $7,940.  Because  the 
resource  costs  associated  with  CPT 
codes  37227  and  37231  are  not  similar 
to  the  costs  of  procedures  in  the  existing 
APCs,  we  established  a  new  APC, 
specifically  APC  0319  (Endovascular 
Revascularization  of  the  Lower 
Extremity),  which  has  a  final  CY  2011 
APC  median  cost  of  approximately 
$13,751  to  appropriately  pay  for  these 
services. 

The  new  CY  2011  endovascular 
revascularization  CPT  codes  and  their 


final  CY  2011  APC  assignments  and 
APC  median  costs  are  displayed  in 
Table  8  below.  We  note  that  because 
these  codes  are  new  for  CY  2011,  they 
will  be  identified  with  comment 
indicator  “NI”  in  Addendum  B  of  this 
final  rule  to  identify  them  as  subject  to 
public  comment.  We  specifically 
request  public  comment  on  our 
methodology  for  simulating  the  median 
costs  for  these  new  CY  2011  CPT  codes, 
in  addition  to  public  comments  on  the 
payment  rates  themselves. 


Table  8 — Final  CY  201 1  APC  Assignments  and  Median  Costs  for  the  Endovascular  Revascularization  CPT 


Codes 

CY  201 1  CPT 
Code 

CY  201 1  Long  descriptor 

Final  CY  201 1  ! 
APC 

Final  CY  2011 
CPT  median 
cost 

37220  . 

Revascularization,  endovascular,  open  or  percutaneous,  iliac  artery,  unilateral,  initial  ves¬ 
sel;  with  transluminal  angioplasty. 

0083 

$5,080 

37221  . 

Revascularization,  endovascular,  open  or  percutaneous',  iliac  artery,  unilateral,  initial  ves¬ 
sel;  with  transluminal  stent  placement(s),  includes  angioplasty  within  the  same  vessel, 
when  performed.  j 

0083 

1 

6,710 

37222  . 

Revascularization,  endovascular,  open  or  percutaneous,  iliac  artery,  each  additional  | 
ipsilateral  iliac  vessel;  with  transluminal  angioplasty  (List  separately  in  addition  to  code-i 
for  primary  procedure).  | 

0083 

N/A 

37223  . 

Revascularization,  endovascular,  open  or  percutaneous,  iliac  artery,  each  additional  ! 
ipsilateral  iliac  vessel;  with  transluminal  stent  placement(s)  (List  separately  in  addition  j 
to  code  for  primary  procedure),  includes  angioplasty  within  the  same  vessel,  when  per¬ 
formed. 

0083  ! 

i 

j 

N/A 

37224  . 

Revascularization,  endovascular,  open  or  percutaneous,  femoral/popliteal  artery(s),  unilat¬ 
eral;  with  transluminal  angioplasty. 

0083  i 

5,247 

37225  . 

Revascularization,  endovascular,  open  or  percutaneous,  femoral/popliteal  artery(s),  unilat¬ 
eral;  with  atherectomy,  includes  angioplasty  within  the  same  vessel,  when  performed. 

0229  1 

i 

9,023 

37226  . 

Revascularization,  endovascular,  open  or  percutaneous,  femoral/popliteal  artery(s),  unilat¬ 
eral;  with  transluminal  stent  placement(s),  includes  angioplasty  within  the  same  vessel, 
when  performed. 

0229  1 

i 

! 

9,600 

37227  . 

Revascularization,  endovascular,  open  or  percutaneous,  femoral/popliteal  artery(s),  unilat¬ 
eral;  with  transluminal  stent  placement(s)  and  atherectomy,  includes  angioplasty  within 
the  same  vessel,  when  performed. 

0319 

13J54 

1 

37228  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral, 
initial  vessel;  with  transluminal  angioplasty. 

0083 

5,563 

1 

37229  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral, 
initial  vessel;  with  atherectomy,  includes  angioplasty  within  the  same  vessel,  when  per¬ 
formed. 

0229 

9,231 

i 

37230  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral, 
initial  vessel;  with  transluminal  stent  placement(s)  ,  includes  angioplasty  within  the 
same  vessel,  when  performed. 

0229 

j  7,868 

i 

I 

37231  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral, 
initial  vessel;  with  transluminal  stent  placement(s)  and  atherectomy,  includes 
angioplasty  within  the  same  vessel,  when  performed. 

0319 

i  13,604 

37232  . 

Revascularization,  endovascular,  open  pr  percutaneous,  tibial/peroneal  artery, 'unilateral, 
each  additional  vessel;  with  transluminal  angioplasty  (List  separately  in  addition  to  code 
for  primary  procedure). 

0083 

9,412 

i 

37233  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral, 
each  Additional  vessel;  with  atherectomy  (List  separately  in  addition  to  code  for  primary 
procedure),  includes  angioplasty  within  the  same  vessel,  when  performed. 

0229 

1  10,183 

[ 

1 

37234  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral, 
each  additional  vessel;  with  transluminal  stent  placement(s)  (List  separately  in  addition 
to  code  for  primary  procedure),  includes  angioplasty  within  the  same  vessel,  when  per¬ 
formed. 

j  0083 

j 

N/A 

i 

37235  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral, 
each  additional  vessel;  with  transluminal  stent  placement(s)  and  atherectomy  (List  sep¬ 
arately  in  addition  to  code  for  primary  procedure),  includes  angioplasty  within  the  same 
vessel,  when  performed. 

j  0083 

] 

1 

J _ 

1  N/A 
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(8)  Non-Congenital  Cardiac 
Catheterization  (APC  0080) 

For  CY  2011,  the  AMA  CPT  Editorial 
Panel  deleted  19  non-congenital  cardiac 
catheterization-related  CPT  codes  and 
replaced  them  with  20  new  CPT  codes 
in  the  Cardiac  Catheterization  and 


Injection-Related  section  of  the  2011 
CPT  Code  Book  to  describe  more 
precisely  the  specific  services  provided 
during  cardiac  catheterization 
procedures.  In  particular,  the  CPT 
Editorial  Panel  deleted  19  non- 
congenital  cardiac  catheterization- 
related  CPT  codes  from  the  93500  series 


and  created  14  new  CPT  codes  in  the 
93400  series  and  6  in  the  93500  series. 
Table  9  below  lists  the  specific  CPT 
codes  that  will  be  deleted  December  31, 

2010,  and  Table  10  lists  the  new  CPT 
codes  that  will  be  effective  January  1, 

2011. 


Table  9— Non-Congenital  Cardiac  Catheterization-Related  CPT  Procedure  Codes  That  Will  Be  Deleted 

December  31,  2010 


CY  2010 
CPT  Code 


Long  descriptor 


93501 

93508 

93510 

93511 
93514 
93524 

93526 

93527 

93528 

93529 

93539 

93540 

93541 

93542 

93543 

93544 

93545 

93555 

93556 


I  Right  heart  catheterization 

i  Catheter  placement  in  coronary  artery(s),  arterial  coronary  conduit(s),  and/or  venous  coronary  bypass  graft(s)  for  coronary 
angiography  without  concomitant  left  heart  catheterization 
j  Left  heart  catheterization,  retrograde,  from  the  brachial  artery,  axillary  artery  or  femoral  artery;  percutaneous 
j  Left  heart  catheterization,  retrograde,  from  the  brachial  artery,  axillary  artery  or  femoral  artery;  by  cutdown 
i  Left  heart  catheterization  by  left  ventricular  puncture 
I  Combined  transseptal  and  retrograde  left  heart  catheterization 
;  Combined  right  heart  catheterization  and  retrograde  left  heart  catheterization 

i  Combined  right  heart  catheterization  and  transseptal  left  heart  catheterization  through  intact  septum  (with  or  without  retro¬ 
grade  left  heart  catheterization) 

i  Combined  right  heart  catheterization  with  left  ventricular  puncture  (with  or  without  retrograde  left  heart  catheterization) 

I  Combined  right  heart  catheterization  and  left  heart  catheterization  through  existing  septal  opening  (with  or  without  retro- 
!  grade  left  heart  catheterization) 

i  Injection  procedure  during  cardiac  catheterization;  for  selective  opacification  of  arterial  conduits  (e.g.,  internal  mammary), 
whether  native  or  used  for  bypass 

Injection  procedure  during  cardiac  catheterization;  for  selective  opacification  of  aortocoronary  venous  bypass  grafts,  one 
or  more  coronary  arteries 

!  Injection  procedure  during  cardiac  catheterization;  for  pulmonary  angiography 

i  Injection  procedure  during  cardiac  catheterization;  for  selective  right  ventricular  or  right  atrial  angiography 
Injection  procedure  during  cardiac  catheterization;  for  selective  left  ventricular  or  left  atrial  angiography 
I  Injection  procedure  during  cardiac  catheterization;  for  aortography 

I  Injection  procedure  during  cardiac  catheterization;  for  selective  coronary  angiography  (injection  of  radiopaque  material 
may  be  by  hand) 

i  Imaging  supervision,  interpretation  and  report  for  injection  procedure(s)  during  cardiac  catheterization;  ventricular  and/or 
j  atrial  angiography 

!  Imaging  supervision,  interpretation  and  report  for  injection  procedure(s)  during  cardiac  catheterization;  pulmonary 
angiography,  aortography,  and/or  selective  coronary  angiography  including  venous  bypass  grafts  and  arterial  conduits 
I  (whether  native  or  used  in  bypass) 


Table  10— New  Cardiac  Catheterization-Related  CPT  Procedure  Codes  Effective  January  1,  2011 


CY  201 1 
CPT  Code 

93451  . 

93452  . 

93453  . 

93454  . 

93455  . 

93456  . 

93457  . 

93458  . 

93459  . 


Long  descriptor 


Right  heart  catheterization  including  measurement(s)  of  oxygen  saturation  and  cardiac  output,  when  performed 

Left  heart  catheterization  including  intraprocedural  injection(s)  for  left  ventriculography,  imaging  supervision  and  interpreta¬ 
tion,  when  performed 

Combined  right  and  left  heart  catheterization  including  intraprocedural  injection(s)  for  left  ventriculography,  imaging  super¬ 
vision  and  interpretation,  when  performed 

Catheter  placement  in  coronary  artery(s)  for  coronary  angiography,  including  intraprocedural  injection(s)  for  coronary 
angiography,  imaging  supervision  and  interpretation 

Catheter  placement  in  coronary  artery(s)  for  coronary  angiography,  including  intraprocedural  injection(s)  for  coronary 
angiography,  imaging  supervision  and  interpretation;  with  catheter  placement(s)  in  bypass  graft(s)  (internal  mammary, 
free  arterial  venous  grafts)  including  intraprocedural  injection(s)  for  bypass  graft  angiography 

Catheter  placement  in  coronary  artery(s)  for  coronary  angiography,  including  intraprocedural  injection(s)  for  coronary 
angiography,  imaging  supervision  and  interpietation;  with  right  heart  catheterization 

Catheter  placement  in  coronary  artery(s)  for  coronary  angiography,  including  intraprocedural  'injection(s)  for  coronary 
angiography,  imaging  supervision  and  interpretation;  with  catheter  placement(s)  in  bypass  graft(s)  (internal  mammary, 
free  arterial,  venous  grafts)  including  intraprocedural  injection(s)  for  bypass  graft  angiography  and  right  heart  catheter¬ 
ization 

Catheter  placement  in  coronary  artery(s)  for  coronary  angiography,  including  intraprocedural  injection(s)  for  coronary 
angiography,  imaging  supervision  and  interpretation;  with  left  heart  catheterization  including  intraprocedural  injection(s) 
for  left  ventriculography,  when  performed 

j  Catheter  placement  in  coronary  artery(s)  for  coronary  angiography,  including  intraprocedural  injection(s)  for  coronary 
i  angiography,  imaging  supervision  and  interpretation;  with  left  heart  catheterization  including  intraprocedural  injection(s) 
for  left  ventriculography,  when  performed,  catheter  placement(s)  in  bypass  graft(s)  (internal  mammary,  free  arterial,  ve¬ 
nous  grafts)  with  bypass  graft  angiography 
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Table  10— New  Cardiac  Catheterization-Related  CRT  Procedure  Codes  Effective  January  1,  2011— 

Continued 


CY  201 1 
CRT  Code 


Long  descriptor 


93460  .  i  Catheter  placement  in  coronary  artery(s)  for  coronary  angiography,  including  intraprocedural  injection(s)  for  coronary 

1  angiography,  imaging  supervision  and  interpretation;  with  right  and  left  heart  catheterization  including  intraprocedural  in- 
I  jection(s)  for  left  ventriculography,  when  performed 

93461  .  !  Catheter  placement  in  coronary  artery(s)  for  coronary  angiography,  including  intraprocedural  injection(s)  for  coronary 

!  angiography,  imaging  supervision  and  interpretation;  with  right  and  left  heart  catheterization  including  intraprocedural  in- 
I  jection(s)  for  left  ventriculography,  when  performed,  catheter  placement(s)  in  bypass  graft(s)  (internal  mammary,  free 
I  arterial,  venous  grafts)  with  bypass  graft  angiography 

93462  .  I  Left  heart  catheterization  by  transseptal  puncture  through  intact  septum  or  by  transapical  puncture  (List  separately  in  ad- 

I  dition  to  code  for  primary  procedure) 

93463  .  I  Pharmacologic  agent  administration  (e.g.,  inhaled  nitric  oxide,  intravenous  infusion  of  nitroprusside,  dobutamine, 

milrinone,  or  other  agent)  including  assessing  hemodynamic  measurements  before,  during,  after  and  repeat  pharmaco- 
I  logic  agent  administration,  when  performed 

93464  .  j  Physiologic  exercise  study  (e.g.,  bicycle  or  arm  ergometry  including  assessing  hemodynamic  measurements  before  and 

I  after)  (List  separately  in  addition  to  code  for  primary  procedure) 

93563  .  Injection  procedure  during  cardiac  catheterization  including  imaging  supervision,  interpretation,  and  report;  for  selective 

coronary  angiography  during  congenital  heart  catheterization  (List  separately  in  addition  to  code  for  primary  procedure) 

93564  .  Injection  procedure  during  cardiac  catheterization  including  imaging  supervision,  interpretation,  and  report;  for  selective 

i  opacification  of  aortocoronary  venous  or  arterial  bypass  graft(s)  (e.g.,  aortocoronary  saphenous  vein,  free  radial  artery, 

I  ,  or  free  mammary  artery  graft)  to  one  or  more  coronary  arteries  and  in  situ  arterial  conduits  (e.g.,  internal  mammary), 

whether  native  or  used  for  bypass  to  one  or  more  coronary  arteries  during  congenital  heart  catheterization,  when  per¬ 
formed  (List  separately  in  addition  to  code  for  primary  procedure) 

93565  .  Injection  procedure  during  cardiac  catheterization  including  imaging  supervision,  interpretation,  and  report;  for  selective 

left  ventricular  or  left  atrial  angiography  (List  separately  in  addition  to  code  for  primary  procedure) 

93566  .  Injection  procedure  during  cardiac  catheterization  including  imaging  supervision,  interpretation,  and  report;  for  selective 

right  ventricular  or  right  atrial  angiography  (List  separately  in  addition  to  code  for  primary  procedure) 

93567  .  Injection  procedure  during  cardiac  catheterization  including  imaging  supervision,  interpretation,  and  report;  for 

supravalvular  aortography  (List  separately  in  addition  to  code  for  primary  procedure) 

•  93568  .  i  Injection  procedure  during  cardiac  catheterization  including  imaging  supervision,  interpretation,  and  report;  for  pulmonary 

j  angiography  (List  separately  in  addition  to  code  for  primary  procedure) 


Of  the  19  deleted  non-congenital 
cardiac  catheterization-related  CPT 
codes,  9  of  the  CPT  codes  describe 
either  a  left  heart  catheterization,  right 
heart  catheterization,  or  a  combined  leTt 
and  right  heart  catheterization,  7  CPT 
codes  describe  injection  procedures 
during  cardiac  catheterization,  2  CPT 
codes  describe  imaging  supervision 
during  cardiac  catheterization,  and  only 
1  CPT  code  describes  a  catheter 
placement.  Of  the  19  deleted  non- 
congenital  cardiac  catheterization- 
related  CPT  codes,  10  CPT  codes  have 
been  separately  payable  under  the 
hospital  OPPS,  while  the  other  9  CPT 
codes  that  describe  injection  procedures 
and  imaging  supervision  during  cardiac 
catheterization  have  been  packaged. 
Specifically,  the  10  non-congenital 
cardiac  catheterization-related  CPT 
codes  that  have  been  separately  payable 
under  the  hospital  OPPS  include  CPT 
codes  93501, 93508, 93510, 93511, 
93514, 93524, 93526,  93527, 93528,  and 
93529.  Alternatively,  the  nine  non- 
congenital  cardiac  catheterization- 
related  CPT  codes  that  have  been 
packaged  under  the  hospital  OPPS 
include  CPT  codes  93539,  93540,  93541, 
93542, 93543, 93544, 93545, 93555,  and 
93556. 

Of  the  20  new  CPT  godes,  4  CPT 
codes  describe  either  a  left  heart 


catheterization,  right  heart 
catheterization,  or  a  combined  left  and 
right  heart  catheterization,  8  CPT  codes 
describe  a  catheter  placement,  1  CPT 
code  describes  a  pharmacologic  agent 
administration,  1  CPT  code  describes  a 
physiologic  exercise  study,  and  6  CPT 
codes  describe  a  combination  of 
injection  procedures  with  imaging 
supervision  during  cardiac 
catheterization.  With  the  exception  of 
one  CPT  code  (CPT  code  93451),  many 
of  the  new  CY  2011  CPT  codes  are 
described  by  multiple  CY  2010  CPT 
codes. 

Our  standard  process  for  assigning 
new  CPT  codes  to  APCs  is  to  assign  the 
code  to  the  APC  that  we  believe 
contains  services  that  are  comparable 
with  respect  to  clinical  characteristics 
and  resources  required  to  furnish  the 
service.  The  jiew  CPT  code  is  given  a 
comment  indicator  of  “NI”  to  identify  it 
as  a  new  interim  APC  assignment  for  the 
new  first  year  and  the  APC  assignment 
for  the  new  codes  is  then  open  to  public 
comment.  In  some,  but  not  all,  cases,  we 
are  able  to  use  the  existing  data  from 
established  codes  to  simulate  an 
estimated  median  cost  for  the  new  code 
to  guide  us  in  the  assignment  of  the  new 
code  to  an  APC.  In  the  case  of  the  new 
cardiac  catheterization  codes,  we  were 
able  to  use  the  existing  CY  2009  claims 


data  and  the  most  recent  cost  report  data 
to  create  simulated  medians  for  the  new 
separately  payable  CPT  codes. 

Specifically,  to  estimate  the  hospital 
costs  associated  with  the  20  new  non- 
congenital  cardiac  catheterization- 
related  CPT  codes  based  on  their  CY 
2011  descriptors,  we  used  claims  and 
cost  report  data  from  CY  2009.  We  note 
that  all  of  the  services  that  describe 
cardiac  catheterization  procedures, 
which  include  both  congenital  and  non- 
congenital  cardiac  catheterization,  are 
assigned  to  APC  0080  (Diagnostic 
Cardiac  Catheterization)  in  CY  2010. 
Because  of  the  substantive  coding 
changes  associated  with  the  new  non- 
congenital  cardiac  catheterization- 
related  CPT  codes  for  CY  2011,  we  used 
our  CY  2009  single  and  “pseudo”  single 
claims  data  to  simulate  the  new  CY 
2011  CPT  code  definitions.  As  shown  in 
Table  11  and  as  stated  above,  many  of 
the  new  CPT  codes  were  previously 
reported  using  multiple  CY  2009  CPT 
codes.  In  order  to  simulate  median 
costs,  we  selected  claims  that  we  believe 
meet  the  definition  for  each  of  the  new 
CY  2011  non-congenital  cardiac 
catheterization  codes.  Table  11  shows 
the  criteria  we  applied  to  select  a  claim 
to  be  used  in  the  calculation  of  the 
median  cost  for  the  new  codes  (shown 
in  column  A).  We  developed  these 
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criteria  based  on  our  clinicians’ 
understanding  of  services  that  were 
reported  by  CY  2009  CPT  codes  that,  in 
various  combinations,  reflect  the 
services  provided  that  are  described  in 
the  new  CPT  codes.  For  example,  in  CY 
2009,  the  procedure  described  by  new 
CY  2011  CPT  code  93454  (Catheter 
placement  in  coronary  artery{s)  for 
coronary  angiography,  including 
intraprocedural  injection(s)  for  coronary 
angiography,  imaging  supervision  and 
interpretation)  would  have  been 
reported  using  the  following 
combination  of  procedures:  (1)  The 
catheter  placement  would  have  been 
reported  using  CPT  code  93508 
(Catheter  placement  in  coronary 
artery(s),  arterial  coronary  concluit(s), 
and/or  venous  coronary  bypass  graft(s) 
for  coronary  angiography  without 
concomitant  left  heart  catheterization); 
and  (2)  the  injection  procedure  would 
have  been  reported  using  CPT  code 
93545  (Injection  procedure  during 
cardiac  catheterization;  for  selective 
coronary  angiography  (injection  of 
radiopaque  material  may  be  by  hand); 
and  CPT  code  93566  (Imaging 
supervision,  interpretation  and  report 
for  injection  procedure(s)  during  cardiac 
catheterization;  pulmonary  angiography, 
aortography,  and/or  selective  coronary 
angiography  including  venous  bypass 
grafts  and  arterial  conduits  (whether 
native  or  used  in  bypass)).  In  columns 
B,  C,  and  D  of  Table  11,  for  each  new 
CY  2011  CPT  code  listed  under  column 
A,  we  identified  both  the  CPT  codes  that 


corresponded  to  each  new  code  for 
which  we  had  CY  2009  claims  data  and 
that  we  required  or  permitted  to  be 
reported  on  the  same  line-item  date  of 
service  for  a  particular  claim  to  be  used 
for  median  setting  for  the  new  codes. 
Specifically,  we  required  that  only  one 
unit  of  one  and  only  one  of  the 
separately  payable  codes  in  column  B 
must  be  present  on  the  claim.  We  also 
required  that  at  least  one  unit  of  each 
code  that  appears  under  column  C  must 
be  present  on  the  claim,  and  we 
permitted  any  number  of  these  codes 
and  any  number  of  units  of  these  codes 
to  be  present  on  the  claim.  Where  there 
are  codes  in  column  D,  we  required  at 
least  one  unit  of  one  of  at  least  one  of 
the  codes  in  column  D  must  be  on  the 
claim,  but  we  permitted  any  number  of 
units  of  any  of  the  codes  shown  in 
column  D  for  the  new  code. 

For  example,  in  determining  the  CPT 
median  cost  for  new  CPT  code  93452, 
we  used  only  those  claims  that 
contained  one  unit  of  one  and  only  one 
of  the  CPT  codes  listed  under  column  B, 
specifically,  CPT  codes  9'3510,  93511, 
93514,  or  93524,  and  at  least  one  unit 
(while  allowing  multiple  units)  of  each, 
of  the  CPT  codes  that  appear  under 
column  C,  specifically,  CPT  codes 
93543  and  93555.  Because,  in  the  case 
of  CPT  code  93452,  there  are  no  third 
level  codes  in  the  definition  of  CPT 
code  93452,  no  other  code  criteria 
applied  and  column  D  is  left  blank.  In 
the  case  of  new  CPT  codes  93459  and 
93461,  there  are  third  level  criteria,  in 
column  D,  and  for  those  two  CPT  codes. 


we  required  that  the  claim  contain  at 
least  one  unit  of  one  code  in  column  D, 
and  we  allowed  any  number  of  units  for 
any  code  in  column  D.  We  applied  this 
same  methodology  to  select  claims  that 
we  believe  reflected  the  services  defined 
in  each  new  CPT  code.  We  used 
approximately  175,000  claims  for  the 
new  non-congenital  catheterization- 
related  CPT  codes,  together  with  the 
single  and  pseudo  single  procedure 
claims  for  the  remaining  congenital 
catheterization-related  CPT  codes  in 
APC  0080,  to  calculate  CPT  level 
median  costs  and  the  median  cost  for 
APC  0080  of  approximately  $2,698. 
Table  11  displays  the  combinations  of 
CY  2009  CPT  code  data  that  we  used  to 
select  the  claims  we  used  to  create 
simulated  median  costs  for  the  new  CPT 
codes  (columns  A  through  D),  the 
frequency  of  claims  that  met  the  criteria 
(column  E),  and  the  median  costs  we 
calculated  for  each  new  CPT  code  using 
the  CY  2009  claims  data  for  the 
previously  existing  CPT  codes 
describing  these  services  (column  F). 

We  note  that  because  the  CPT  codes 
listed  in  column  A  are  new  for  CY  2011, 
they  will  be  identified  with  comment 
indicator  “NI”  in  Addendum  B  of  this 
final  rule  with  comment  period  to 
identify  them  as  subject  to  public 
comment.  We  are  specifically  requesting 
public  comment  on  our  methodology  for 
simulating  the  median  costs  for  these 
new  CY  2011  CPT  codes,  in  addition  to 
public  comments  on  the  payment  rates 
themselves. 


Combinations,  Frequencies,  and  Simulated  Median  Costs  f^or  New  CY  201 1  Cardiac  Catheterization-Related  Codes 


Federal  Register/Vol.  75,  No..  226 /Wednesday,  November  24,  2010 /Rules  and  Regulations 


0.^1^ 

O)  ^  0> 

o  3  >^a) 

O'—  c  -D 

cvj  o  (0  o  ^ 

^  0)  0)  _  O'  _ 

■h:  C  0)  j.  E  O 

=  ^  O 

O-  c  o  C 


O  F  O  «J 

CM  (U  ^  (D 

.  cc-n  — 
>-  O  5  o  P 
^  ->5  C  «  -I 

^  (0  >.®o 

Odjc  — 

-E  —  CO  o  <u 

DC  0)  O  i  O 

O  ^  CO  ^ 

o 
o  o 


o  o  d"? 
O  '-F  E  'i 

CM  c  „i5 

>=’■§"' 

OOo® 

ll§i 

3  C  O  ^ 
CTO  >'C0 
0) 

OC  CD  o  “■ 


mincDcocnincDcoincDcomin 

SSi2SiQi2i2!21Q!G!Q!Q‘^‘^‘^'^‘^‘^‘^iocoinif)inininio 

S2S2S2£2S2S252£2S2?2^f^^t^f^cocr)cr)cococococococncoco 

CJ)(3><3)CJ>C»(3>C3)C»(3>CJ)0(330JO)0><J>0>00)CJ50)C350)<35CJ)C3)<3> 


T-0'<-'t^cDr''®<j><x)  aa 

Ot-'—  1-CMCMCMCMCMO  O 

mmmmmmmmmco  co 

(7>00)0a)(7)0)<3)0>0 


0-'-'^'M'OT-Tl--M-COt''®C»CO 
T--—  I-CM-—  T-  ■—  CMCMCMCMCMCM 

ocococDcococococoocococo 

0505030)0)(3>0)0)<3500>0)0 


93527  93556  93540 

93528  93543  . 

93529  93555  . 
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(9)  Cranial  Neurostimulator  and 
Electrodes  (APC  0318) 

For  CY  2011,  the  AM  A  CPT  Editorial 
Panel  created  a  new  CPT  code  64568 
(Incision  for  implantation  of  cranial 
nerve  (e.g.,  vagus  nerve) 
neurostimulator  electrode  array  and 
pulse  generator)  and  indicates  that  it 
describes  the  services  formerly  included 
in  the  combinations  of  (1)  CPT  code 
64573  (Incision  for  implantation  of 
neurostimulator  electrodes;  cranial 
nerve)  and  CPT  code  61885  (Insertion  or 
replacement  of  cranial  neurostimulator 
pulse  generator  or  receiver,  direct  or 
inductive  coupling;  with  connection  to 
a  single  electrode  array);  or  (2)  CPT  code 
64573  and  CPT  code  61886  (Insertion  or 
replacement  of  cranial  neurostimulator 
pulse  generator  or  receiver,  direct  or 
inductive  coupling;  with  connection  to 
two  or  more  electrode  arrays).  Our 
standard  process  for  assigning  new  CPT 
codes  to  APCs  is  to  assign  the  code  to 
the  APC  that  we  believe  contains 
services  that  are  comparable  with 
respect  to  clinical  characteristics  and 
resources  required  to  furnish  the 
service.  The  new  CPT  code  is  given  a 
comment  indicator  of  “NI”  to  identify  it 
as  a  new  interim  APC  assignment  for  the 
new  first  year  and  the  APC  assignment 
for  the  new  code  is  then  open  to  public 
comment.  In  some,  but  not  all,  cases,  we 
are  able  to  use  the  existing  data  from 
established  codes  to  simulate  an 
estimated  median  cost  for  the  new  code 
to  guide  us  in  the  assignment  of  the  new 
code  to  an  APC.  In  the  case  of  the  new 
neurostimulator  electrode  and  pulse 
generator  implantation  CPT  code,  we 
were  able  to  use  the  existing  CY  2009 
claims  and  most  current  cost  report  data 
to  create  a  simulated  median  cost. 

Specifically,  to  estimate  the  hospital 
costs  of  CPT  code  64568  based  on  its  CY 
2011  descriptor,  we  used  CY  2009 
claims  and  the  most  recent  cost  report 
data,  using  the  single  and  “pseudo” 
single  claims  within  this  data  set  to 
simulate  the  new  CY  2011  definition  of 
this  service.  Specifically,  we  selected 
claims  with  CPT  code  64573  on  which 
CPT  code  61885  or  61886  was  also 
present  and  consistent  with  the 
description  of  the  new  CPT  code  64568, 
and  we  treated  the  summed  costs  on 
these  claims  as  if  they  were  a  single 
procedure  claim  for  CPT  code  64568. 
We  created  an  estimated  median  cost  of 
approximately  $22,562  for  CPT  code 
64568  fi’om  298  single  claims  to  set  a 
final  pa5maent  rate  for  CY  2011  for  the 
new  code.  We  are  creating  new  APC 
0318  (Implantation  of  Cranial 
Neurostimulator  Pulse  Generator  and 
Electrode)  for  CY  2011,  to  which  CPT 
code  64568  is  the  only  procedure 


assigned.  APC  0225  (Implantation  of 
Neurostimulator  Electrodes,  Cranial 
Nerve),  which  contained  only  the 
predecessor  CPT  code  64573,  is  deleted 
effective  January  1,  2011. 

We  note  that  because  CPT  code  64568 
is  new  for  CY  2011,  it  is  identified  with 
comment  indicator  “NI”  in  Addendum  B 
of  this  final  rule  with  comment  period 
to  identify  it  as  subject  to  public 
comment.  We  are  specifically  requesting 
public  comment  on  our  methodology  for 
simulating  the  median  cost  for  this  new 
CY  2011  CPT  code,  in  addition  to  public 
comments  on  the  payment  rate  itself. 

(10)  Cardiac  and  Intensive  Cardiac 
Rehabilitation  (APC  0095) 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60566 
through  60574),  we  implemented  the 
provisions  of  section  144(a)  of  the 
Medicare  Improvements  for  Patients  and 
Providers  Act  (MIPPA,  Pub.  L.  110- 
275).  Section  144(a)  of  Public  Law  110- 
275  amended  the  Act  to  expand 
Medicare  Part  B  coverage  for  cardiac 
rehabilitation  (CR)  and  intensive  cardiac 
rehabilitation  (ICR)  services  furnished  to 
beneficiaries  with  certain  conditions, 
effective  January  1,  2010.  Section  144(a) 
of  Public  Law  110-275  also  expanded 
coverage  for  pulmonary  rehabilitation. 
Section  1861(eee)(4)(C)  of  the  Act 
provides  for  up  to  72  one-hour  sessions 
of  ICR  with  up  to  6  sessions  per  day, 
over  a  period  of  18  weeks.  Medicare 
limits  the  number  of  cardiac 
rehabilitation  program  sessions  to  a 
maximum  of  2  1-hour  sessions  per  day, 
for  up  to  36  sessions,  over  up  to  36 
weeks.  Medicare  contractors  have  the 
authority  to  approve  additional  CR 
sessions,  up  to  72  total  sessions,  over  an 
additional  period  of  time.  Section 
144(a)(2)  ojfPub.  Law  110-275  also 
includes  specific  language  governing 
payment  for  services  furnished  in  an 
ICR  program  under  the  MPFS,  including 
a  requirement  that  the  Secretary  shall 
substitute  the  Medicare  OPD  fee 
schedule  amount  established  under  the 
prospective  payment  system  for  hospital 
outpatient  department  services  under 
the  OPPS. 

Last  year,  we  also  finalized  our 
requirement  that  all  ICR  programs  be 
approved  through  the  NCD  process. 
Once  we  have  approved  an  ICR  program 
or  programs  through  the  NCD  process, 
individual  sites  wishing  to  furnish  ICR 
items  and  services  via  an  approved  ICR 
program  may  enroll  with  their  local 
Medicare  contractor  to  become  an  ICR 
program  supplier  as  outlined  in 
§424.510.  This  enrollment  is  designed 
to  ensure  that  the  specific  sites  meet  the 
specific  statutory  and  regulatory 
requirements  to  furnish  these  services 


and  will  provide  a  mechanism  to  appeal 
a  disapproval  of  a  prospective  ICR 
program  site.  With  regards  to  billing  and 
payment  for  CR  and  ICR  services,  we 
stated  that  hospital  providers  will 
continue  to  use  their  CMS  Certification 
Number  (CCN  or  provider  number)  and 
that  appeals  related  to  the  payment  of 
claims  will  follow  those  established 
processes. 

For  CY  2010,  we  finalized  two  new 
HCPCS  codes  G0422  (Intensive  cardiac 
rehabilitation;  with  or  without 
continuous  ECG  monitoring,  with 
exercise,  per  hour,  per  session)  and 
G0423  (Intensive  cardiac  rehabilitation; 
with  or  without  continuous  ECG 
monitoring,  without  exercise,  per  hour, 
per  session)  to  describe  intensive 
cardiac  rehabilitation  and  accompany 
the  CPT  codes  for  cardiac  rehabilitation 
already  recognized  for  payment  under 
the  OPPS:  CPT  codes  93797  (Physician 
services  for  outpatient  cardiac 
rehabilitation;  without  continuous  ECG 
monitoring  (per  session))  and  93798 
(Physician  services  for  outpatient 
cardiac  rehabilitation;  with  continuous 
EGG  monitoring  (per  session)).  We 
finalized  payment  for  all  of  these 
HCPCS  codes  in  APC  0095  with  a 
payment  rate  of  approximately  $38  per 
session.  We  noted  our  belief  that 
hospital  costs  for  a  single  session  would 
be  similar  and  that  OPPS  payment  for 
both  CR  and  ICR  services  would  be 
provided  on  a  per  session  basis  (74  FR 
60571).  Because  there  were  historic 
claims  data  for  CR  services,  we  used  our 
stcmdard  methodology  to  estimate  a  • 
median  cost  and  $38  payment  rate  for 
CR  and  ICR  services. 

As  discussed  in  section  II.A.2  of  this 
final  rule  with  comment  period,  the 
standard  OPPS  rate  setting  methodology 
we  used  to  establish  a  median  cost  for 
APC  0095  relies  upon  converting 
hospital  charges  for  CPT  codes  97397 
and  97398  on  claims  to  costs  using 
hospital-specific  cost-to-charge  ratios 
(CCRs)  fi-om  the  hospital’s  Medicare  cost 
report  and  crosswalking  them  to  claim 
services  based  on  a  “revenue  code-to- 
cost  center  crosswalk”  that  matches  the 
revenue  codes  on  a  claim  to  a  hierarchy 
of  cost  centers.  The  OPPS  uses  this 
uniform  approach  to  setting  the  cost- 
based  relative  payment  weights  for  its 
payment  groups,  and  these  annually 
updated  cost-based  weights  are  the  basis 
for  the  prospective  payment  rates  for 
hospital  outpatient  services. 

In  2008,  the  results  ofn  study  by  RTI 
International  (RTI)  commissioned  by 
CMS  indicated  that  cost  estimates  for 
CR  services  may  be  under-estimated 
(“Refining  Cost  to  Charge  Ratios  for 
Calculating  APC  and  MS-DRG  Relative 
Payment  Weights:  Final  Report” 
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available  at  http://www.rti.org/reports/ 
cms/HHSM-500-2005-0029l/PDF/ 
Refining_Cost_to_Charge_Ratios_ 
200807_FinaI.pdf).  Specifically,  RTI 
indicated  that  several  changes  in  cost 
reporting  methods  would  result  in  a 
more  accurate  estimated  median  cost. 
Accordingly,  in  February  2010,  CMS 
established  a  CR-specific  cost  center  for 
voluntary  use  on  the  cost  report  to 
create  a  CR-specific  CCR  and  thereby 
improve  the  accuracy  of  cost  estimation. 
However,  we  will  not  have  the  new  cost 
report  data  available  for  ratesetting  until 
CY  2013.  We  did  not  propose  to  use 
interim  data  from  the  new  cost  center  to 
set  CY  2011  payment  rates  because, .as 
we  previously  explained,  we  would 
have  to  modify  the  data  from  its 
submitted  form  and  make  assumptions 
in  a  methodology  that  would  be 
contrary  to  our  principle  of  using  data 
as  submitted  by  hospitals  in  OPPS 
ratesetting  (74  FR  60571  and  73  FR 
68525). 

Comment:  One  comment er  indicated 
that  the  finalized  payment  of  $38  is  too 
low  for  ICR  services,  does  not  cover  the 
extensive  cost  to  providers  to  offer  these 
services,  and  that  many  providers  are 
closing  due  to  insufficient  payment.  The 
commenter  cited  the  RTI  report  again  as 
a  source  of  key  recommendations  to 
improve  CMS  cost  estimation 
methodology.  The  corhmenter  indicated 
that,  in  comparison  to  RTFs  finding  of 
about  $100  median  cost  after 
incorporating  all  recommendations,  the- 
CMS  proposed  payment  rate  of  about 
$39  is  artificially  low.  The  commenter 
suggested  that  CMS  possesses  special 
authority  to  conduct  payment 
evaluations  and  make  changes  for 
services  that  are  being  implemented 
under  national  coverage  determinations. 
With  respect  to  ICR  services,  the 
commenter  indicated  that  while  more 
resources  are  consumed  than  during 
traditional  CR  programs  in  terms  of 
hospital,  physician,  and  patient' 
commitments,  ICR  services  are  more 
efficacious  and  yield  better  outcomes 
than  alternative  treatment  measures  not 
only  for  cardiac  conditions  but  also  for 
comorbidities  such  as  obesity  and 
diabetes.  The  commenter  stated  that 
Congress  recognized  these  principles  in 
subjecting  ICR  programs  to  a  heightened 
demonstration  of  efficacy  through  a 
series  of  measures,  as  proved  through 
peer-reviewed  literature.  The 
commenter  also  stated  that  the  two  ICR 
demonstration  programs  at  Highmark 
Blue  Cross  Blue  Shield  and  Mutual  of 
Omaha  evidenced  cost  savings. 

Response:  In  response  to  the 
commenter,  we  revisited  RTFs  study.  In 
further  reviewing  its  recommendations, 
we  agree  with  the  commenter  that 


payment  for  CR  and  ICR  services  could 
be  improved  in  this  final  rule  with 
comment  period.  Specifically,  we 
believe  that,  in  addition  to  adding  the 
non-standard  cost  center,  we  may 
improve  the  accuracy  of  payment  for  CR 
and  ICR  services  by  incorporating  a 
second  policy  that  was  recommended  in 
the  RTI  study.  RTI  also  recommended 
that  we  incorporate  a  clinic  CCR  into 
the  “revenue  code-to-cost  center 
crosswalk”  for  cardiac  rehabilitation  as 
we  did  for  pulmonary  rehabilitation  last 
year.  Therefore,  we  will  add  a  clinic 
cost  center  to  revenue  code-to-cost 
center  crosswalk  for  the  hierarchy  of 
cost  centers  used  to  estimate  costs  from 
charges  for  revenue  code  0943  for 
cardiac  rehabilitation.  With  this 
revision,  the  estimated  median  cost  for 
CR  services  rises  to  $68.08.  We  are 
establishing  $68.08  as  the  median  cost 
for  APC  0095  for  CR  and  ICR  services. 

We  also  believe  that  there  are  other 
revenue  codes  for  OPPS  clinic  services 
that  could  include  a  clinic  CCR  in  their 
hierarchy,  and  we  will  assess  potential 
changes  to  the  crosswalk  for  CY  2012. 

This  policy  would  follow  RTFs 
general  approach  of  including  a  clinic 
revenue  code  for  services  provided  in 
the  clinic  setting,  which  we 
incorporated  last  year  for  pulmonary 
rehabilitation  when  we  updated  the 
crosswalk  by  adding  a  clinic  CCR  into 
the  hierarchy  for  the  PR  revenue  code 
0948  (74  FR  60347).  Adding  a  clinic 
revenue  code  to  the  crosswalk  is 
consistent  with  our  approach  of  having 
up  to  four  tiers  in  our  hierarchy  of  cost 
centers  used  to  apply  CCRs  to  charges 
by  revenue  code  on  claims  data.  We  also 
note  that  the  specific  new  benefits  of  CR 
and  PR  are  similar  under  the  OPPS  and 
that  the  authorizing  statute  defines 
comparable  components  for  CR,  ICR, 
and  PR  services,  which  we  believe 
supports  using  a  comparable  cross-walk 
approach  for  these  services. 

We  appreciate  the  commenter’s 
information  on  the  efficacy  of  ICR 
programs  and  their  cost  effectiveness, 
but  note  that  this  has  no  bearing  on 
establishing  payments  under  the  OPPS. 
Also,  we  disagree  with  the  commenter 
that  the  facility  resources  required  to 
provide  a  one.  hour  session  of  ICR 
services  differ  from  the  resources 
required  to  provide  a  one  hour  session 
of  CR.  In  our  CY  2010  OPPS/ASC  final 
rule  with  comment  period,  we  noted  our 
belief  that  hospital  costs  for  a  single 
session  would  be  similar  and  that  OPPS 
payment  for  both  CR  and  ICR  services 
would  be  provided  on  a  per  session 
basis  (74  FR  60571).  Therefore,  because 
we  believe  that  CR  and  ICR  services  are 
similar  from  a  per  hour  resource 
perspective,  we  will  continue  to  assign 


the  CPT  codes  for  both  CR  and  ICR 
services  per  hour  to  the  same  APC  for 
CY  2011.  However,  because  we 
implemented  HCPCS  codes  G0422  and 
G0423  in  CY  2010,  we  will  have  historic 
charge  information  specific  to  ICR 
programs  for  CY  2012  ratesetting,  and 
we  will  reevaluate  whether  estimated 
costs  for  ICR  are  sufficiently  different 
from  standard  CR  services  to  warrant 
proposing  placement  in  a  different  APC.  • 
Finally,  when  the  new  cost  report 
information  becomes  available 
beginning  in  CY  2013,  we  will  reassess 
placement  of  CR  and  ICR  in  the  same 
APC. 

e.  Calculation  of  Composite  APC 
Criteria-Based  Median  Costs 

As  discussed  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66613),  we  believe  it  is 
important  that  the  OPPS  enhance 
incentives  for  hospitals  to  provide  only 
necessary,  high  quality  care  and  to 
provide  that  care  as  efficiently  as 
possible.  For  CY  2008,  we  developed 
composite  APCs  to  provide  a  single 
payment  for  groups  of  services  that  are 
typically  performed  together  during  a 
single  clinical  encounter  and  that  result 
in  the  provision  of  a  complete  service. 
Combining  payment  for  multiple 
independent  services  into  a  single  OPPS 
payment  in  this  way  enables  hospitals 
to  manage  their  resources  with 
maximum  flexibility  by  monitoring  and 
adjusting  the  volume  and  efficiency  of 
services  themselves.  An  additional 
advantage  to  the  composite  APC  model 
is  that  we  can  use  data  from  correctly 
coded  multiple  procedure  claims  to 
calculate  payment  rates  for  the  specified 
combinations  of  services,  rather  than 
relying  upon  single  procedure  claims 
which  may  be  low  in  volume  and/or 
incorrectly  coded.  Under  the  OPPS,  we 
currently  have  composite  APC- policies 
•for  extended  assessment  and 
management  services,  low  dose  rate 
(LDR)  prostate  brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation  services,  mental  health 
services,  and  multiple  imaging  services. 
We  refer  readers  to  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  for  a  full  discussion  of  the 
development  of  the  composite  APC 
methodology  (72  FR  66611  through 
66614  and  66650  through  66652). 

At  its  February  2010  meeting,  the  APC 
Panel  recommended  that,  in  order  to 
support  stem  cell  transplantation,  CMS 
consider  creating  a  composite  APC  or 
custom  APC  that  captures  the  costs  of 
stem  cell  acquisition  performed  in 
conjunction  with  recipient 
transplantation  and  preparation  of 
tissue.  In  the  CY  2011  OPPS/ASC 
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proposed  rule  (75  FR  46208),  we 
indicated  that  we  were  accepting  this 
APC  Panel  recommendation  to  consider 
creating  a  composite  APC  or  custom 
APC  that  captures  the  costs  of  stem  cell 
acquisition  performed  in  conjunction 
with  recipient  transplantation  and 
preparation  of  tissue,  and  would  report 
the  results  of  our  assessment  to  the  APC 
Panel  at  a  future  meeting. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46208),  for  CY  2011,  we 
proposed  to  continue  our  established 
composite  APC  policies  for  extended 
assessment  and  management,  LDR 
prostate  brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation,  mental  health  services,  and 
multiple  imaging  services,  as  discussed 
in  sections  II.A.2.e.(l),  II.A.2.e.{2), 
II.A.2.e.(3),  II.A.2.e.(4),  and  II.A.2.e.(5), 
respectively,  of  the  proposed  rule  and 
this  final  rule  with  comment  period. 

Comment:  A  number  of  commenters 
recommended  that  we  establish  new 
composite  APCs  in  the  clinical  areas  of 
cardiac  resynchronization  therapy  (CRT) 
and  stem  cell  transplantation.  Regarding 
a  request  for  a  new  CRT  composite  APC, 
a  few  commenters  stated  that  a  CRT 
composite  is  appropriate,  recalling  that 
the  APC  Panel  at  its  February  and 
August  2009  meetings  recommended 
that  we  evaluate  the  implications  of  the 
creation  of  a  new  composite  APC  for 
CRT  and  recommended  that  we 
reconsider  creating  a  composite  APC  or 
group  of  composite  APCs  for  CRT.  The 
commenters  were  concerned  that  we 
have  not  yet  reported  back  to  the  APC 
Panel  with  an  evaluation  or  a  proposed 
composite  APC  for  CRT  services.  Some 
commenters  noted  that  the  procedures 
involved  with  implantation  of  CRT,  CRT 
with  defibrillator  (CRT-D)  or  CRT  with 
pacemaker  (CRT-P)  are  never  captured 
in  claims  data  as  single  bills,  which  we 
use  in  our  standard  ratesetting 
methodology;  rather,  the  correctly  coded 
CRT  services  always  involve  the 
submission  of  two  CPT  codes  on  the 
same  claim.  These  commenters  asserted 
that  the  CY  2011  proposed  rule  claims 
data  demonstrate  that  the  percentage  of 
single  claims  available  for  use  in  CRT 
ratesetting  is  very  low  compared  to  the 
total  number  of  claims  submitted  for 
CRT-D  or  CRT-P  services.  The  result, 
the  commenters  claimed,  is  payment 
fluctuations  over  the  years  for  APC  0418 
(Insertion  of  Left  Ventricular  Pacing 
Electrode),  which  a  CRT  composite  APC 
payment  methodology  will  lessen 
through  a  more  robust  set  of  claims. 

Several  commenters  supported  the 
APC  Panel’s  recommendation  and 
welcomed  our  acceptance  of  that  APC 
Panel  recommendation  to  consider 
creating  a  composite  APC  or  custom 


APC  that  captures  the  costs  of  stem  cell 
acquisition  performed  in  conjunction 
with  recipient  transplantation  and 
preparation  of  tissue. 

Response:  While  we  continue  to 
consider  the  development  and 
implementation  of  larger  payment 
bundles,  such  as  composite  APCs  (a 
long-term  policy  objective  for  the 
OPPS),  and  continue  to  explore  other 
areas  where  this  payment  model  may  be 
utilized,  in  the  CY  2011  OPPS/ASC 
proposed  rule,  we  did  not  propose  any 
new  composite  APCs  for  CY  2011  so 
that  we  may  monitor  the  effects  of  the 
existing  composite  APCs  on  utilization 
and  payment,  similar  to  our  treatment  of 
the  composite  APC  methodology 
mentioned  in  the  CY  2010  OPPS/ASC 
final  mle  with  comment  period  (74  FR 
60391).  As  indicated  below,  we  have 
accepted  the  APC  Panel 
recommendations  to  consider  composite 
APCs  for  CRT,  and  we  will  reconsider 
whether  it  would  be  appropriate  to 
propose  in  the  future  composite  APCs 
for  CRT  services  and  evaluate  the 
implications  of  such  a  potential  policy 
change,  and  report  our  findings  to  the 
APC  Panel  at  a  future  meeting.  We  note 
that  several  commenters  to  the  CY  2011 
proposed  rule  supported  that  we  did  ncft 
propose  any  new  composite  APCs  for 
CY  2011,  such  as  new  multiple  imaging 
APCs,  without  public  notice  and 
comment. 

As  noted  by  a  few  commenters,  at  its 
February  2009  meeting,  the  APC  Panel 
recommended  that  CMS  evaluate  the 
implications  of  creating  composite  APCs 
for  CRT  services  with  a  defibrillator  or 
pacemaker  and  report  its  findings  to  the 
APC  Panel.  The  APC  Panel  also 
recommended  at  its  August  2009 
meeting  thgt  CMS  reconsider  creating  a 
^lew  composite  APC  or  group  of 
composite  APCs  for  CRT  procedures. 
While  we  did  not  propose  any  new 
composite  APCs  for  CY  2010  or  CY 
2011,  we  accepted  both  of  these  APC 
Panel  recommendations,  as  noted  in  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60391).  We  will 
reconsider  proposing  to  create 
composite  APCs  for  CRT  services  and 
evaluate  the  implications  of  such  a 
potential  policy  change,  and  report  our 
findings  to  the  APC  Panel  at  a  future 
meeting.  As  discussed  in  the  2011 
OPPS/ASC  proposed  rule  (75  FR  46208), 
we  accepted  the  APC  Panel 
recommendation  made  at  its  February 
2010  meeting,  that  we  consider  creating 
a  composite  APC  or  custom  APC  that 
captures  the  costs  of  stem  cell 
acquisition  performed  in  conjunction 
with  recipient  transplantation  and' 
preparation  of  tissue.  We  also  will 
consider  bringing  other  potential 


composite  APCs  to  the  APC  Panel  for 
further  discussion. 

After  consideration  of  the  public 
comments  we  received,  for  CY  2011,  we 
are  finalizing,  without  modification,  our 
proposal  to  continue  our  established 
composite  APC  policies  for  extended 
assessment  and  management,  LDR 
prostate  brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation,  mental  health  services,  and 
multiple  imaging  services,  as  discussed 
in  sections  II.A.2.e.(l),  II.A.2.e.(2), 
II.A.2.e.(3),  II.A.2.e.(4),  and  II.A.2.e.(5), 
respectively,  of  this  final  rule  with 
comment  period. 

(1)  Extended  Assessment  and 
Management  Composite  APCs  (APCs 
8002  and  8003) 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46208),  we  proposed  to 
continue  to  include  composite  APC 
8002  (Level  I  Extended  Assessment  and 
Management  Composite)  and  composite 
APC  8003  (Level  II  Extended 
Assessment  and  Management 
Composite)  in  the  OPPS  for  CY  2011. 

For  CY  2008,  we  created  these  two 
composite  APCs  to  provide  payment  to 
hospitals  in  certain  circumstances  when 
extended  assessment  and  management 
of  a  patient  occur  (an  extended  visit).  In 
most  circumstances,  observation 
services  are  supportive  and  ancillary  to 
the  other  services  provided  to  a  patient. 
In  the  circumstances  when  observation 
care  is  provided  in  conjunction  with  a 
high  level  visit  or  direct  referral  and  is 
an  integral  part  of  a  patient’s  extended 
encounter  of  care,  payment  is  made  for 
the  entire  care  encounter  through  one  of 
two  composite  APCs  as  appropriate. 

As  defined  for  the  CY  2008  OPPS, 
composite  APC  8002  describes  an 
encounter  for  care  provided  to  a  patient 
that  includes  a  high  level  (Level  5) 
clinic  visit  or  direct  referral  for 
observation  services  in  conjunction  with 
observation  services  of  substantial 
duration  (72  FR  66648  through  66649). 
Composite  APC  8003  describes  an 
encounter  for  care  provided  to  a  patient 
that  includes  a  high  level  (Level  4  or  5) 
Type  A  emergency  department  visit,  a 
high  level  (Level  5)  Type  B  emergency 
department  visit,  or  critical  care  services 
in  conjunction  with  observation  services 
of  substantial  duration.  HCPCS  code 
G0378  (Observation  services,  per  hour) 
is  assigned  status  indicator  “N,” 
signifying  that  its  payment  is  always 
packaged.  As  noted  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66648  through  66649),  the 
Integrated  Outpatient  Code  Editor  (1/ 
OCE)  evaluates  every  claim  received  to 
determine  if  payment  through  a 
composite  APC  is  appropriate.  If 
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payment  through  a  composite  APC  is 
inappropriate,  the  I/OCE,  in  conjunction 
with  the  OPPS  Pricer,  determines  the 
appropriate  status  indicator,  APC,  and 
payment  for  every  code  on  a  claim.  The 
specific  criteria  that  must  be  met  for  the 
two  extended  assessment  and 
management  composite  APCs  to  be  paid 
are  provided  below  in  the  description  of 
the  claims  that  were  selected  for  the 
calculation  of  the  proposed  CY  2011 
median  costs  for  these  composite  APCs. 
We  did  not  propose  to  change  these 
criteria  for  the  CY  2011  OPPS. 

When  we  created  composite  APCs 
8002  and  8003  for  CY  2008,  we  retained 
as  general  reporting  requirements  for  all 
observation  services  those  criteria 
related  to  physician  order  and 
evaluation,  documentation,  and 
observation  beginning  and  ending  time 
as  listed  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR 
66812).  These  are  more  general 
requirements  that  encourage  hospitals  to 
provide  medically  reasonable  and 
necessary  care  and  help  to  ensure  the 
proper  reporting  of  observation  services 
on  correctly  coded  hospital  claims  that 
reflect  the  full  charges  associated  with 
all  hospital  resources  utilized  to  provide 
the  reported  services.  We  also  issued 
guidance  clarifying  the  correct  method 
for  reporting  the  starting  time  for 
observation  services  sections  290.2.2 
through  290.5  in  the  Medicare  Claims 
Processing  Manual  (Pub.  100-4), 

Chapter  4,  through  Transmittal  1745, 
Change  Request  6492,  issued  May  22, 
2009  and  implemented  July  6,  2009.  We 
did  not  propose  to  change  these 
reporting  requirements  for  the  CY  2011 
OPPS. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46209),  for  CY  2011,  we 
proposed  to  continue  the  extended 
assessment  and  management  composite 
APC  payment  methodology  for  APCs 
8002  and  8003.  We  stated  in  the 
proposed  rule  that  we  continue  to 
believe  that  the  composite  APCs  8002 
and  8003  and  related  policies  provide 
the  most  appropriate  means  of  paying 
for  these  services.  We  proposed  to 
calculate  the  median  costs  for  APCs 
8002  and  8003  using  all  single  and 
“pseudo”  single  procedure  claims  for  CY 
2009  that  meet  the  criteria  for  payment 
of  each  composite  APC. 

Specifically,  to  calculate  the  proposed 
median  costs  for  composite  APCs  8002 
and  8003,  we  selected  single  and 
“pseudo”  single  procedure  claims  that 
met  each  of  the  following  criteria: 

1.  Did  not  contain  a  HCPCS  code  to 
which  we  have  assigned  status  indicator 
“T”  that  is  reported  with  a  date  of 
service  1  day  earlier  than  the  date  of 
service  associated  with  HCPCS  code 


G0378.  (By  selecting  these  claims  from 
single  and  “pseudo”  single  claims,  we 
had  already  assured  that  they  would  not 
contain  a  code  for  a  service  with  status 
indicator  “T”  on  the  same  date  of 
service.); 

2.  Contained  8  or  more  units  of 
HCPCS  code  G0378;  and 

3.  Contained  one  of  the  following 
codes: 

•  In  the  case  of  composite  APC  8002, 
HCPCS  code  G0379  (Direct  referral  of 
patient  for  hospital  observation  care)  on 
the  same  date  of  service  as  G0378;  or 
CPT  code  99205  (Office  or  other 
outpatient  visit  for  the  evaluation  and 
management  of  a  new  patient  (Level  5)); 
or  CPT  code  99215  (Office  or  other 
outpatient  visit  for  the  evaluation  and 
management  of  an  established  patient 
(Level  5))  provided  on  the  same  date  of 
service  or  one  day  before  the  date  of 
service  for  HCPCS  code  G0378. 

•  In  the  case  of  composite  APC  8003, 
CPT  code  99284  (Emergency  department 
visit  for  the  evaluation  and  management 
of  a  patient  (Level  4));  CPT  code  99285 
(Emergency  department  visit  for  the 
evaluation  and  management  of  a  patient 
(Level  5));  CPT  code  99291  (Critical 
care,  evaluation  and  management  of  the 
critically  ill  or  critically  injured  patient; 
first  30-74  minutes);  or  HCPCS  code 
G0384  (Level  5  hospital  emergency 
department  visit  provided  in  a  Type  B 
emergency  department)  provided  on  the 
same  date  of  service  or  one  day  before 
the  date  of  service  for  HCPCS  code 
G0378.  (As  discussed  in  detail  in  the  CY 

2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68684),  we 
added  HCPCS  code  G0384  to  the 
eligibility  criteria  for  composite  APC 
8003  for  CY  2009.) 

As  discussed  further  in  section  IX.  of 
the  proposed  rule  and  this  final  rule 
with  comment  period,  and  consistent 
with  our  CY  2008,  CY  2009,  and  CY 

2010  final  policies,  when  calculating  the 
median  costs  for  the  clinic,  Type  A 
emergency  department  visit.  Type  B 
emergency  department  visit,  and  critical 
care  APCs  (0604  through  0617  and  0626 
through  0630),  we  utilize  our 
methodology  that  excludes  those  claims 
for  visits  that  are  eligible  for  payment 
through  the  two  extended  assessment 
and  management  composite  APCs,  that 
is  APC  8002  or  APC  8003.  We  believe 
that  this  approach  results  in  the  most 
accurate  cost  estimates  for  APCs  0604 
through  0617  and  0626  through  0630  for 
CY  2011. 

At  its  February  2010  meeting,  the  APC 
Panel  recommended  that  CMS  study  the 
feasibility  of  expanding  the  extended 
assessment  and  management  composite 
APC  methodology  to  include  services 
commonly  furnished  in  conjunction 


with  visits  and  observation  services, 
such  as  drug  infusion, 
electrocardiogram,  and  chest  X-ray.  As 
we  indicated  in  the  proposed  rule,  we 
are  accepting  this  recommendation,  and 
we  will  share  our  assessment  with  the 
APC  Panel  at  a  future  meeting.  At  the 
August  2010  APC  Panel  meeting,  a 
similar  recommendation  was  made  that 
CMS  consider  including  other  services 
commonly  provided  with  extended 
assessment  and  management  services  in 
the  extended  assessment  and 
management  composite  APC.  We  are 
accepting  this  recommendation  as  well. 

In  summary,  for  CY  2011,  we 
proposed  to  continue  to  include 
composite  APCs  8002  and  8003  in  the 
OPPS.  We  proposed  to  continue  the 
extended  assessment  and  management 
composite  APC  payment  methodology 
and  criteria  that  we  finalized  for  CYs 
2009  and  2010.  We  also  proposed  to 
calculate  the  median  costs  for  APCs 
8002  and  8003  using  the  same 
methodology  that  we  used  to  calculate 
the  medians  for  composite  APCs  8002 
and  8003  for  the  CY  2008  OPPS  (72  FR 
66649).  That  is,  we  used  all  single  and 
“pseudo”  single  procedure  claims  from 
CY  2009  that  met  the  criteria  for 
payment  of  each  composite  APC  and 
applied  the  standard  packaging  and 
trimming  rules  to  the  claims  before 
calculating  the  proposed  CY  2011 
median  costs.  The  proposed  CY  2011 
median  cost  resulting  from  this 
methodology  for  composite  APC  8002 
was  approximately  S401,  which  was 
calculated  from  17,398  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria.  The  proposed  CY  2011 
median  cost  for  composite  APC  8003 
was  approximately  $743,  which  was 
calculated  from  201,189  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria. 

Comment:  One  commenter  supported 
CMS’  policy  to  package  payment  for 
observation  care  and  to  not  provide 
additional  payment  through  an 
extended  assessment  and  management 
composite  APC  payment  when 
observation  services  are  billed  with 
significant  surgical  procedures. 
According  to  the  commenter,  the 
observation  services  in  such  cases  are 
most  likely  related  to  post-procedural 
recovery,  and  thus  no  additional 
payment  is  warranted.  The  commenter 
stated  that  minor  procedures  with 
extended  observation  care,  on  the  other 
hand,  should  be  eligible  for  additional 
payment  through  APCs  8002  and  8003. 

Response:  We  appreciate  the 
commenter’s  support  of  our  policy  not 
to  allow  payment  of  APC  8002  or  8003 
for  claims  that  include  a  HCPCS  code  to 
which  we  have  assigned  status  indicator 
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“T”  that  is  reported  with  a  date  of 
service  on  the  same  day  as  or  one  day 
prior  to  the  date  of  the  service 
associated  with  HCPCS  code  G0378.  We 
agree  that  payment  for  such  services  is 
included  in  the  payment  for  the  surgical 
procedure.  It  is  unclear  to  us  exactly 
how  the  commenter  defines  minor 
procedures;  however,  we  do  allow 
payment  of  APCs  8002  and  8003  yirhen 
ancillary  services  with  status  indicator 
“X”  or  packaged  services  with  status 
indicator  “N”  appear  on  the  same  claim 
as  HCPCS  code  G0378. 

Comment:  One  commenter  f 
recommended  that  CMS  consider 
adopting  the  National  Universal  Billing 
Committee  (NUBC)  guidelines,  utilized 
by  private  insurance  carriers,  which 
permit  payment  for  observation  care 
furnished  during  the  time  of  an 
inpatient  hospital  stay  that  is 
subsequently  overturned  by  a  hospital’s 
utilization  review  committee. 

Response:  This  comment  is  outside  of 
the  scope  of  the  proposals  in  the  CY 
2011  OPPS/ASC  proposed  rule. 
However,  we  will  consider  the 
possibility  of  addressing  this  concern 
through  other  available  mechanisms,  as 
appropriate.  We  note  that  we  have 
continued  to  emphasize  that  observation 
care  is  a  hospital  outpatient  service, 
ordered  by  a  physician  and  reported 
with  a  HCPCS  code,  like  any  other 
outpatient  service.  It  is  not  a  patient 
status  for  Medicare  payment  purposes. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
as  hnal,  without  modification,  our  CY 
2011  proposal  to  continue  to  include 
composite  APCs  8002  and  8003  in  the 
OPPS  and  to  continue  the  extended 
assessment  and  management  composite 
APC  payment  methodology  and  criteria 
that  we  finalized  for  CYs  2009  and  2010. 
We  also  are  calculating  the  median  costs 
for  APCs  8002  and  8003  using  all  single 
and  “pseudo”  single  procedure  claims 
from  CY  2009  that  meet  the  criteria  for 
payment  of  each  composite  APC.  The 
final  CY  2011  median  cost  resulting 
from  this  methodology  for  APC  8002  is 
approximately  $390,  which  was 
calculated  from  19,156  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria.  The  final  CY  2011 
median  cost  for  composite  APC  8003  is 
approximately  $707,  which  was 
calculated  from  221,246  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria. 

(2)  Low  Dose  Rate  (LDR)  Prostate 
Brachytherapy  Composite  APC  (APC 
8001) 

LDR  prostate  brach>i;herapy  is  a 
treatment  for  prostate  cancer  in  which 
hollow  needles  or  catheters  are  inserted 


into  the  prostate,  followed  by 
permanent  implantation  of  radioactive 
sources  into  the  prostate  through  the 
needles/catheters.  At  least  two  CPT 
codes  are  used  to  report  the  composite 
treatment  service  because  there  are 
separate  codes  that  describe  placement 
of  the  needles/catheters  and  the 
application  of  the  brachytherapy 
sources:  CPT  code  55875  (Transperineal 
placement  of  needles  or  catheters  into 
prostate  for  interstitial  radioelement 
application,  with  or  without  cystoscopy) 
and  CPT  code  77778  (Interstitial 
radiation  source  application;  complex). 
Generally,  the  component  services 
represented  by  both  codes  are.provided 
in  the  same  operative  session  in  the 
same  hospital  on  the  same  date  of 
service  to  the  Medicare  beneficiary 
being  treated  with  LDR  brachytherapy 
for  prostate  cancer.  As  discussed  in  tbe 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66653),  OPPS 
payment  rates  for  CPT  code  77778,  in 
particular,  had  fluctuated  over  the  years. 
We  were  frequently  informed  by  the 
public  that  reliance  on  single  procedure 
claims  to  set  the  median  costs  for  these 
services  resulted  in  use  of  mainly 
incorrectly  coded  claims  for  LDR 
prostate  brachytherapy  because  a 
correctly  coded  claim  should  include, 
for  the  same  date  of  service,  CPT  codes 
for  both  needle/catheter  placement  and 
application  of  radiation  sources,  as  well 
as  separately  coded  imaging  and 
radiation  therapy  planning  services  (that 
is,  a  multiple  procedure  claim). 

In  order  to  base  payment  on  claims  for 
the  most  common  clinical  scenario,  and 
to  further  our  goal  of  providing  payment 
under  the  OPPS  for  a  larger  bundle  of 
component  services  provided  in  a  single 
hospital  encounter,  beginning  in  CY 
2008,  we  provide  a  single  payment  for 
LDR  prostate  brachytherapy  when  the 
composite  service,  reported  as  CPT 
codes  55875  and  77778,  is  furnished  in 
a  single  hospital  encounter.  We  base  the 
payment  for  composite  APC  8001  (LDR 
Prostate  Brachytherapy  Composite)  on 
the  median  cost  derived  from  claims  for 
the  same  date  of  service  that  contain 
both  CPT  codes  55875  and  77778  and 
that  do  not  contain  other  separately  paid 
codes  that  are  not  on  the  bypass  list.  In 
uncommon  occurrences  in  which  the 
services  are  billed  individually, 
hospitals  continue  to  receive  separate 
payments  for  the  individual  services. 

We  refer  readers  to  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66652  through  66655)  for  a  full 
history  of  OPPS  payment  for  LDR 
prostate  brachytherapy  and  a  detailed 
description  of  how  we  developed  the 


LDR  prostate  brachytherapy  composite 
APC. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46210),  for  CY  2011,  we 
proposed  to  continue  paying  for  LDR 
prostate  brachytherapy  services  using 
the  composite  APC  methodology 
proposed  and  implemented  for  CYs 
2008,  2009,  and  2010.  That  is,  we- 
proposed  to  use  CY  2009  claims  on 
which  both  CPT  codes  55875  and  77778 
were  billed  on  the  same  date  of  service 
with  no  other  separately  paid  procedure 
codes  (other  than  those  on  the  bypass 
list)  to  calculate  the  payment  rate  for 
composite  APC  8001.  Consistent  with 
our  CY  2008  through  CY  2010  practice, 
we  proposed  not  to  use  the  claims  that 
meet  these  criteria  in  the  calculation  of 
the  median  costs  for  APCs  0163  (Level 
IV  Cystourethroscopy  and  Other 
Genitourinary  Procedures)  and  0651 
(Complex  Interstitial  Radiation  Source 
Application),  the  APCs  to  which  CPT 
codes  55875  and  77778  are  assigned, 
respectively.  The  median  costs  for  APCs 
0163  and  0651  would  continue  to  be 
calculated  using  single  and  “pseudo” 
single  procedure  claims.  We  indicated 
in  the  proposed  rule  that  we  continue  to 
believe  that  this  composite  APC 
contributes  to  our  goal  of  creating 
hospital  incentives  for  efficiency  and 
cost  containment,  while  providing 
hospitals  with  the  most  flexibility  to 
manage  their  resources.  We  also 
continue  to  believe  that  data  from 
claims  reporting  both  services  required 
for  LDR  prostate  brachytherapy  provide 
the  most  accurate  median  cost  upon 
which  to  base  the  composite  APC 
payment  rate. 

Using  partial  year  CY  2009  claims 
data  available  for  the  CY  2011  proposed 
rule,  we  were  able  to  use  788  claims  that 
contained  both  CPT  codes  and  55875 
and  77778  to  calculate  the  median  cost 
upon  which  the  proposed  CY*2011 
payment  for  composite  APC  8001^was 
based.  The  proposed  median  cost  for 
composite  APC  8001  for  CY  2011  was 
approximately  $3,265.  This  is  an 
increase  compared  to  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  in  which  we  calculated  a  final 
median  cost  for  this  composite  APC  of 
approximately  $3,084  based  on  a  full 
year  of  CY  2008  claims  data.  The 
proposed  CY  2011  median  cost  for  this 
composite  APC  was  slightly  less  than 
$3,604,  the  sum  of  the  proposed  median 
costs  for  APCs  0163  and  0651  ($2,606  + 
$998),  the  APCs  to  which  CPT  codes 
55875  and  77778  map  if  one  service  is 
billed  on  a  claim  without  the  other.  We 
indicated  in  the  proposed  rule  that  we 
believe  the  proposed  CY  2011  median 
cost  for  composite  APC  8001  of 
approximately  $3,265,  calculated  from 
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claims  we  believe  to  be  correctly  coded, 
would  result  in  a  reasonable  and 
appropriate  payment  rate  for  this  service 
inCY  2011. 

Comment:  One  commenter  expressed 
appreciation  for  the  proposed  payment 
increase  for  composite  APC  8001  based 
on  an  increase  in  median  costs,  and 
recommended  that  CMS  finalize  the 
proposed  CY  2011  payment  rate. 

Another  commenter  was  concerned  that 
the  788  claims  with  both  CPT  codes 
55875  and  77778  were  used  for 
development  of  the  proposed  CY  2011 
payment  rate  for  APC  8001  was  an 
extremely  low  number  of  claims 
compared  to  the  number  of  these 
procedures  performed  in  hospitals  for 
cancer  patients,  and  encouraged  CMS  to 
explore  ways  to  capture  more  multiple 
claims  to  be  used  in  future  ratesetting 
for  composite  APC  8001. 

Response:  We  appreciate  the 
commenter’s  support  for  oiir  proposed 
payment  rate  for  composite  APC  8001. 
Regarding  the  commenter’s  concern 
with  the  number  of  CY  2011  proposed 
rule  claims  used  for  APC  8001  proposed 
rate,  for  the  CY  2011  final  rule  with 
comment  period,  we  have  849  claims 
that  contain  both  CPT  codes  55875  and 
77778  to  calculate  the  median  cost  of 
APC  8001  of  approximately  $3,195.  We 
believe  this  is  a  robust  number  of  claims 
from  which  to  calculate  accurate  and 
appropriate  payment  rates  for  the 
services  assigned  to  APC  8001.  For  all 
OPPS  services,  we  continue  our  efforts  • 
to  use  the  data  from  as  many  multiple  ' 
procedure  claims  as  possible,  through 
approaches  such  as  use  of  the  bypass 
list  and  date  splitting  of  claims  as 
described  further  in  section  II.  A.  of  this 
final  rule  with  comment  period,  and 
through  methodologies  such  as 
increased  packaging -and  composite 
APCs. 

After  consideration  of  the  public 
Comments  we  received,  we  are 
finalizing,  without  modification',  our 
proposal  to  continue  paying  for  LDR 
prostate  brachytherapy  services  using 
the  composite  APC  methodology 
implemented  for  CYs  2008,  2009,  and 
2010  described  above  in  this  section. 

The  final  CY  2011  median  cost  for 
composite  APC  8001  is  approximately 
$3,195  calculated  from  849  single  bills. 

(3)  Cardiac  Electrophysiologic 
Evaluation  and  Ablation  Composite 
APC  (APC  8000) 

Cardiac  electrophysiologic  evaluation 
and  ablation  services  frequently  are 
performed  in  varying  combinations  with 
one  another  during  a  single  episode-of- 
care  in  the  hospital  outpatient  setting. 
Therefore,  correctly  coded  claims  for 
these  services  often  include  multiple 


codes  for  component  services  that  are 
reported  with  different  CPT  codes  and 
that,  prior  to  CY  2008,  were  always  paid 
separately  through  different  APCs 
(specifically,  APC  0085  (Level  II 
Electrophysiologic  Evaluation),  APC 
0086  (Ablate  Heart  Dysrbythm  Focus), 
and  APC  0087  (Cardiac 
Electrophysiologic  Recording/ 

Mapping)).  As  a  result,  there  would 
never  be  many  single  bills  for  cardiac 
electrophysiologic  evaluation  and 
ablation  services,  and  those  that  are 
reported  as  single  bills  would  often 
represent  atypical  cases  or  incorrectly 
coded  claims.  As  described  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66655  through 
66659),  the  APC  Panel  and  the  public 
expressed  persistent  concerns  regarding 
the  limited  and  reportedly 
unrepresentative  single  bills  available 
for  use  in  calculating  the  median  costs 
for  these  services  according  to  our 
standard  OPPS  methodology. 

Effective  January  1,  2008,  we 
esiablished  APC  8000  (Cardiac 
Electrophysiologic  Evaluation  and 
Ablation  Composite)  to  pay  for  a 
composite  service  made  up  of  at  least 
one  specified  electrophysiologic 
evaluation  service  and  one  specified 
electrophysiologic  ablation  service. 
Calculating  a  composite  APC  for  these 
services  allowed  us  to  utilize  many 
more  claims  than  were  available  to 
establish  the  individual  APC  median 
costs  for  these  services,  and  we  also  saw 
this  composite  APC  as  an  opportunity  to 
advance  our  stated  goal  of  promoting 
hospital  efficiency  through  larger 
payment  bundles.  In  order  to  calculate 
the  median  cost  upon  which  the 
payment  rate  for  composite  APC  8000  is 
based,  we  used  multiple  procedure 
claims  that  contained  at  least  one  CPT 
code  from  group  A  for  evaluation 
services  and  at  least  one  CPT  code  from 
group  B  for  ablation  services  reported 
on  the  same  date  of  service  on  an 
individual  claim.  Table  9  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66656) 
identified  the  CPT  codes  that  are 
assigned  to  groups  A  and  B.  For  a  full 
discussion  of  how  we  identified  the 
group  A  and  group  B  procedures  and 
established  the  payment  rate  for  the 
cardiac  electrophysiologic  evaluation 
and  ablation  composite  APC,  we  refer 
readers  to  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR  66655 
through  06659).  Where  a  service  in 
group  A  is  furnished  on  a  date  of  service 
that  is  different  from  the  date  of  service 
for  a  code  in  group  B  for  the  same 
beneficiary,  payments  are  made  under 


the  appropriate  single  procedure  APCs 
and  the  composite  APC  does  not  apply. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46210),  for  CY  2011,  we 
proposed  to  continue  to  pay  for  cardiac 
electrophysiologic  evaluation  and 
ablation  services  using  the  composite 
APC  methodology  proposed  and 
implemented  for  CY  2008,  CY  2009,  and 
CY  2010.  Consistent  with  our  CY  2008 
through  CY  2010  practice,  we  proposed 
not  to  use  the  claims  that  meet  the 
composite  payment  criteria  in  the 
calculation  of  the  median  costs  for  APC 
0085  and  APC  0086,  to  which  the  CPT 
codes  in  both  groups  A  and  B  for 
composite  APC  8000  are  otherwise 
assigned.  Median  costs  for  APCs  0085 
and  0086  would  continue  to  be  ' 
calculated  using  single  procedure 
claims.  As  we  indicated  in  the  proposed 
rule,  we  continue  to  believe  that  the 
composite  APC  methodology  for  cardiac 
electrophysiologic  evaluation  and 
ablation  services  is  the  most  efficient 
and  effective  way  to  use  the  claims  data 
for  the  majority  of  these  services  and 
best  represents  the  hospital  resources 
associated 'with  performing  the  common 
combinations  of  these  services  that  are 
clinically  typical.  Furthermore,  this 
approach  creates  incentives  for 
efficiency  by  providing  a  single 
payment  for  a  larger  bundle  of  major 
procedures  when  they  are  performed 
together,  in  contrast  to  continued 
separate  payment  for  each  of  the 
individual  procedures. 

For  CY  2011,  using  partial  year  CY 
2009  claims  data  available  for  the 
proposed  rule,  we  were  able  to  use 
8,964  claims  containing  a  combination 
of  group  A  and  group  B  codes  and 
calculated  a  proposed  median  cost  of 
approximately  $10,834  for  composite 
APC  8000.  This  was  an  increase 
compared  to  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  in 
which  we  calculated  a  final  median  cost 
for  this  composite  APC  of 
approximately  $10,026  based  on  a  full 
year  of  CY  2008  claims  data.  We 
indicated  in  the  proposed  rule  that  we 
believe  the  proposed  median  cost  of 
$10,834  calculated  from  a  high  volume 
of  correctly  coded  multiple  procedure 
claims  would  result  in  an  accurate  and  * 
appropriate  proposed  payment  for 
cardiac  electrophysiologic  evaluation 
and  ablation  services  when  at  least  one 
evaluation  service  is  furnished  during 
the  same  clinical  encounter  as  at  least 
one  ablation  service. 

Comment:  One  commenter  supported 
CMS’  proposal  to  continue  to  pay  for 
cardiac  electrophysiologic  evaluation 
and  ablation  services  using  composite 
APC  8001,  as  the  most  efficient  and 
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effective  way  to  use  claims  data  for 
these  services. 

Response:  We  appreciate  the 
supportive  comment,  and  agree  that 
composite  APC  8001  promotes  efficient 
use  of  resources  and  results  in  accurate 
and  appropriate  payment  rates  for 
cardiac  electrophysiologic  evaluation 
and  ablation  services. 


After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  proposal,  without  modification,  to 
continue  to  pay  for  cardiac 
electrophysiologic  evaluation  and 
ablation  services  using  the  composite 
APC  methodology  implemented  for  CY 
2008,  CY  2009,  and  CY  2010.  For  this 
final  rule  with  comment  period,  we 


were  able  to  use  9,736  claims  from  CY 
2009  containing  a  combination  of  group 
A  and  group  B  codes  and  calculated  a 
final  CY  2011  median  cost  of 
approximately  $10,673  for  composite 
APC  8000.  Table  12  below  lists  the 
groups  of  procedures  upon  which  w'e 
based  composite  APC  8000  for  CY  2011. 


Table  12 — Groups  of  Cardiac  Electrophysiologic  Evaluation  and  Ablation  Procedures  Upon  Which 

Composite  APC  8000  Is  Based 


Codes  used  in  combinations;  At  least  one  in  group  A  and  one  in  group  B 


CY  201 1  CPT 
code 


Final  single 
code  CY  201 1 
APC 


Final  CY  2011 
SI 

(composite) 


Group  A 


Comprehensive  electrophysiologic  evaluation  with  right  atrial  pacing  and  recording,  right  ven¬ 
tricular  pacing  and  recording,  His  bundle  recording,  including  insertion  and  repositioning  of 
multiple  electrode  catheters,  without  induction  or  attempted  induction  of  arrhythmia  . 

93619 

0085 

Q3 

Comprehensive  electrophysiologic  evaluation  including  insertion  and  repositioning  of  multiple 
electrode  catheters  with  induction  or  attempted  induction  of  arrhythmia:  with  right  atrial 
pacing  and  recording,  right  ventricular  pacing  and  recording.  His  bundle  recording . 

93620 

0085 

i  _ 

Q3 

Group  B 


Intracardiac  catheter  ablation  of  atrioventricular  node  function,  atrioventricular  conduction  for 
creation  of  complete  heart  block,  with  or  without  temporary  pacemaker  placement . 

93650 

0085 

Q3 

Intracardiac  catheter  ablation  of  arrhythmogenic  focus;  for  treatment  of  supraventricular  tach¬ 
ycardia  by  ablation  of  fast  or  stow  atrioventricular  pathways,  accessory  atrioventricular  con¬ 
nections  or  other  atrial  foci,  singly  or  in  combination  . 

93651 

0086 

Q3 

Intracardiac  catheter  ablation  of  arrhythmogenic  focus;  for  treatment  of  ventricular  tachy¬ 
cardia  . 

93652 

0086 

Q3 

(4)  Mental  Health  Services  Composite 
APC  (APC  0034) 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46211),  we  proposed  to 
continue  our  longstanding  policy  of 
limiting  the  aggregate  payment  for 
specified  less  resource-intensive  mental 
health  services  furnished  on  the  same 
date  to  the  payment  for  a  day  of  partial 
hospitalization,  which  we  consider  to  be 
the  most  resource-intensive  of  all 
outpatient  mental  health  treatment  for 
CY  2011.  We  refer  readers  to  the  April 
7,  2000  OPPS  final  rule  with  comment 
period  (65  FR  18452  through  18455)  for 
the  initial  discussion  of  this 
longstanding  policy.  We  continue  to 
believe  that  the  costs  associated  with 
administering  a  partial  hospitalization 
program  represent  the  most  resource¬ 
intensive  of  all  outpatient  mental  health 
treatment.  Therefore,  we  do  not  believe 
that  we  should  pay  more  for  a  day  of 
individual  mental  health  services  under 
the  OPPS  than  the  partial 
hospitalization  per  diem  payment. 

As  discussed  in  detail  in  section  X.  of 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46298  through  46301)  and  this 
final  rule  with  comment  period,  for  CY 
2011,  we  proposed  to  use  a  provider- 
specific  two  tiered  payment  approach 
for  partial  hospitalization  services  that 


distinguishes  payment  made  for  services 
furnished  in  a  CMHC  from  payment 
made  for  services  furnished  in  a 
hospital.  Specifically,  we  proposed  one 
APC  for  partial  hospitalization  program 
days  with  three  services  furnished  in  a 
CMHC  (APC  0172,  Level  1  Partial 
Hospitalization  (3  services)  for  CMHCs) 
and  one  APC  for  days  with  four  or  more 
services  furnished  in  a  CMHC  (APC 
0173,  Level  II  Partial  Hospitalization  (4 
or  more  services)  for  CMHCs).  We 
proposed  that  the  payment  rates  for 
these  two  APCs  be  based  upon  the 
median  per  diem  costs  calculated  using 
data  only  from  CMHCs.  Similarly,  we 
proposed  one  APC  for  partial 
hospitalization  program  days  with  three 
services  furnished  in  a  hospital  (APC 
0175,  Level  I  Partial  Hospitalization  (3 
services)  for  Hospital-Based  PHPs),  and 
one  APC  for  days  with  four  or  more 
services  furnished  in  a  hospital  (APC 
0176,  Level  II  Partial  Hospitalization  (4 
or  more  services)  for  Hospital-Based 
PHPs).  We  proposed  that  the  payment 
rates  for  these  two  APCs  be  based  on  the 
median  per  diem  costs  calculated  using 
data  only  from  hospitals. 

Because  our  longstanding  policy  of 
limiting  the  aggregate  payment  for 
specified  less  resource-intensive  mental 
health  services  furnished  on  the  same 
date  to  the  payment  rate  for  the  most 


resource-intensive  of  ail  outpatient 
mental  health  treatment,  we  proposed  to 
set  the  CY  2011  payment  rate  for  APC 
0034  (Mental  Health  Services 
Composite)  at  the  same  rate  as  we 
proposed  for  APC  0176,  which  is  the 
maximum  partial  hospitalization  per 
diem  payment.  As  we  stated  in  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46212),  we  believe  this  APC  payment 
rate  would  provide  the  most  appropriate 
payment  for  composite  APC  0034, 
taking  into  consideration  the  intensity 
of  the  mental  health  services  and  the  ' 
differences  in  the  HCPCS  codes  for 
mental  health  services  that  could  be 
paid  through  this  composite  APC 
compared  with  the  HCPCS  codes  that 
could  be  paid  through  partial 
hospitalization  APC  0176.  When  the 
aggregate  payment  for  specified  mental 
health  services  provided  by  one  hospital 
to  a  single  beneficiary  on  one  date  of 
service  based  on  the  payment  rates 
associated  with  the  APCs  for  the 
individual  services  exceeds  the 
maximum  per  diem  partial 
hospitalization  payment,  we  proposed 
that  those  specified  mental  health 
services  would  be  assigned  to  APC 
0034.  We  proposed  that  APC  0034 
would  have  the  same  payment  rate  as 
APC  0176  and  that  the  hospital  would 
continue  to  be  paid  one  unit  of  APC 
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0034.  The  I/OCE  currently  determines, 
and  we  proposed  for  CY  2011  that  it 
would  continue  to  determine,  whether 
to  pay  these  specified  mental  health 
services  individually  or  to  make  a  single 
payment  at  the  same  rate  as  the  APC 
0176  per  diem  rate  for  partial 
hospitalization  for  all  of  the  specified 
mental  health  services  furnished  hy  the 
hospital  on  that  single  date  of  service. 

Comment:  Many  commenters  strongly 
supported  the  CMS  proposal  to  use  the 
hospital-hased  partial  hospitalization 
APC  0176  (4  or  more  units  of  service) 
as  the  daily  payment  cap  for  less 
intensive  mental  health  services 
provided  in  hospital  outpatient 
departments. 

Response:  We  appreciate  the 
commenters’  support  for  utilizing  the 
hospital-hased  partial  hospitalization 
APC  0176  (4  or  more  units  of  service) 
as  the  daily  payment  cap  for  less 
intensive  mental  health  services 
provided  in  hospital  outpatient 
departments.  We  continue  to  believe 
that  the  costs  associated  with 
administering  a  partial  hospitalization 
program  represent  the  most  resource 
intensive  of  all  outpatient  mental  health 
treatment,  and  we  do  not  believe  CMS 
should  pay  more  for  a  day  of  individual 
mental  health  services  under  the  OPPS. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  limit  the 
aggregate  payment  for  specified  less 
intensive  outpatient  mental  health 
services  furnished  on  the  same  date  by 
a  hospital  to  the  payment  for  a  day  of 
partial  hospitalization,  specifically  APC 
0176. 

(5)  Multiple  Imaging  Composite  APCs 
(APCs  8004,  8005,  8006,  8007,  and 
8008) 

Prior  to  CY  2009,  hospitals  received  a 
full  APC  payment  for  each  imaging 
service  on  a  claim,  regardless  of 'how 
many  procedures  were  performed 
during  a  single  session  using  the  same 
imaging  modality.  Based  on  extensive 
data  analysis,  we  determined  that  this 
practice  neither  reflected  nor  promoted 
the  efficiencies  hospitals  can  achieve 
when  performing  multiple  imaging 
procedures  during  a  single  session  (73 
FR  41448  through  41450).  As  a  result  of 
bur  data  analysis,  and  in  response  to 
ongoing  recommendations  from 
MedPAC  to  improve  payment  accuracy 
for  imaging  services  under  the  OPPS,  we 
expanded  the  composite  APC  model 
developed  in  CY  2008  to  multiple 
imaging  services.  Effective  January  1, 
2009,  we  provide  a  single  payment  each 
time  a  hospital  bills  more  than  one 
imaging  procedure  within  an  imaging 


family  on  the  same  date  of  service.  We 
utilize  three  imaging  families  based  on 
imaging  modality  for  purposes  of  this 
methodology:  (1)  Ultrasound;  (2) 
computed  tomography  (CT)  and 
computed  tomographic  angiography 
(CTA);  and  (3)  magnetic  resonance 
imaging  (MRl)  and  magnetic  resonance 
angiography  (MRA).  The  HCPCS  codes 
subject  to  the  multiple  imaging 
composite  policy,  and  their  respective 
families,  are  listed  in  Table  13  of  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60403  through 
60407). 

While  there  are  three  imaging 
families,  there  are  five  multiple  imaging 
composite  APCs  due  to  the  statutory 
requirement  at  section  1833(t)(2)(G)  of 
the  Act  that  we  differentiate  payment 
for  OPPS  imaging  services  provided 
with  and  without  contrast.  While  the 
ultrasound  procedures  included  in  the 
policy  do  not  involve  contrast,  both  CT/ 
CTA  and  MRI/MRA  scans  can  be 
provided  either  with  or  without 
contrast.  The  five  multiple  imaging 
composite  APCs  established  in  CY  2009 
are: 

•  APC  8004  (Ultrasound  Composite); 

•  APC  8005  (CT  and  CTA  without 
Contrast  Composite); 

•  APC  8006  (CT  and  CTA  with 
Contrast  Composite); 

•  APC  8007  (MRI  and  MRA  without 
Contrast  Composite);  and 

•  APC  8008  (MRI  and  MRA  with 
Contrast  Composite). 

We  define  the  single  imaging  session 
for  the  “with  contrast”  composite  APCs 
as  having  at  least  one  or  more  imaging 
procedures  from  the  same  family 
performed  with  contrast  on  the  same 
date  of  service.  For  example,  if  the 
hospital  performs  an  MRI  without 
contrast  during  the  same  session  as  at 
least  one  other  MRI  with  contrast,  the 
hospital  will  receive  payment  for  APC 
8008,  the  “with  contrast”  composite 
APC. 

Hospitals  continue  to  use  the  same 
HCPCS  codes  to  report  imaging 
procedures,  and  the  I/OCE  determines 
when  corribinations  of  imaging 
procedures  qualify  for  composite  APC 
payment  or  map  to  standard  (sole 
service)  APCs  for  payment.  We  make  a 
single  payment  for  those  imaging 
procedures  that  qualify  for  composite 
APC  payment,  as  well  as  any  packaged 
services  furnished  on  the  same  date  of 
service.  The  standard  (noncomposite) 
APC  assignments  continue  to  apply  for 
single  imaging  procedures  and  multiple 
imaging  procedures  performed  across 
families.  For  a  full  discussion  of  the 
development  of  the  multiple  imaging 
composite  APC  methodology,  we  refer 
readers  to  the  CY  2009  OPPS/ASC  final 


rule  with  comment  period  (73  FR  68559 
through  68569). 

At  its  February  2010  meeting,  the  APC 
Panel  recommended  that  CMS  continue 
providing  analysis  on  an  ongoing  basis 
of  the  impact  on  beneficiaries  of  the 
multiple  imaging  composite  APCs  as 
data  become  available.  In  the  CY  2011 
OPPS/ASC  proposed  rule,  we  indicated 
that  we  are  accepting  this 
recommendation  and  will  provide  the 
requested  analysis  to  the  APC  Panel  at 
a  future  meeting. 

In  summary,  for  CY  2011,  we 
proposed  to  continue  paying  for  all 
multiple  imaging  procedures  within  an 
imaging  family  performed  on  the  same 
date  of  service  using  the  multiple 
imaging  composite  payment 
methodology.  The  proposed  CY  2011 
payment  rates  for  the  five  multiple 
imaging  composite  APCs  (APC  8004, 
APC  8005,  APC  8006,  APC  8007,  and 
APC  8008)  were  based  on  median  costs 
calculated  from  the  partial  year  CY  2009 
claims  available  for  the  proposed  rule 
that  would  have  qualified  for  composite 
payment  under  the  current  policy  (that 
is,  those  clairns  with  more  than  one 
procedure  within  the  same  family  on  a 
single  date  of  service).  To  calculate  the 
proposed  median  costs,  we  used  the 
same  methodology  that  we  used  to 
calculate  the  final  CY  2010  median  costs 
for  these  composite  APCs.  That  is,  we 
removed  any  HCPCS  codes  in  the  OPPS 
imaging  families  that  overlapped  with 
codes  on  our  bypass  list  (“overlap 
bypass  codes”)  to  avoid  splitting  claims 
with  multiple  units  or  multiple 
occurrences  of  codes  in  an  OPPS 
imaging  family  into  new  “pseudo”  single 
claims.  The  imaging  HCPCS  codes  that 
we  removed  ft’om  the  bypass  list  for 
purposes  of  calculating  the  proposed 
multiple  imaging  composite  APC 
median  costs  appeared  in  Table  8  of  the 
proposed  rule.  (We  note  that,  consistent 
with  our  proposal  in  section  II.A.l.b.  of 
the  proposed  rule  to  add  CPT  code 
70547  (Magnetic  resonance 
angiography,  neck;  without  contrast 
material(s))  to  the  list  of  bypass  codes 
for  CY  2011,  we  also  proposed  to  add 
CPT  code  70547  to  the  list  of  proposed 
OPPS  imaging  family  services 
overlapping  with  HCPCS  codes  on  the 
proposed  CY  2010  bypass  list.)  We 
integrated  the  identification  of  imaging 
composite  “single  session”  claims,  that 
is,  claims  with  multiple  imaging 
procedures  within  the  same  family  on 
the  same  date  of  service,  into  the 
creation  of  “pseudo”  single  procedure 
claims  to  ensure  that  claims  were  split 
in  the  “pseudo”  single  process  into 
accurate  reflections  of  either  a 
composite  “single  session”  imaging 
service  or  a  standard  sole  imaging 
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service  resource  cost.  Like  all  single 
bills,  the  new  composite  “single  session” 
claims  were  for  the  same  date  of  serv.  _3 
and  contained  no  other  separately  paid 
services  in  order  to  isolate  the  session 
imaging  costs.  Our  last  step  after 
processing  all  claims  through  the 
“pseudo”  single  process  was  to  reassess 
the  remaining  multiple  procedure 
claims  using  the  full  bypass  list  and 
bypass  process  in  order  to  determine  if 
we  could  make  other  “pseudo”  single 
bills.  That  is,  we  assessed  whether  a 
single  separately  paid  service  remained 
on  the  claim  after  removing  line-items 
for  the  “overlap  bypass  codes.” 

We  were  able  to  identify  1.7  million 
“single  session”  claims  out  of  an 
estimated  2.7  million  potential 
composite  cases  from  our  ratesetting 
claims  data,  or  well  over  half  of  all 
eligible  claims,  to  calculate  the 
proposed  CY  2011  median  costs  for  the 
multiple  imaging  composite  APCs.  We 
listed  in  Table  7  of  the  proposed  rule 
the  HCPCS  codes  that  would  be  subject 
to  the  proposed  multiple  imaging 
composite  policy  and  their  respective 
families  forCY  2011. 

Comment:  A  large  number  of 
commenters  were  concerned  with  the 
composite  APC  policy  for  imaging 
services,  and  recommended  separate 
payment  for  all  imaging  procedures 
regardless  of  whether  multiple 
procedures  are  performed  diuring  the 
same  session.  Commenters  supported 
the  fact  that  CMS  did  not  propose  new 
composite  APCs  or  to  expand  the 
multiple  imaging  composite  APC  policy 
for  CY  2011,  opining  that  no  expansion 
of  the  imaging  composite  APCs  should 
be  considered  until  substantial  data  on 
the  initial  five  APCs  are  available  for 
public  review  and  comment.  The 
commenters  further  recommended  that 
future  proposals  for  expanding  the 
imaging  composite  APCs  should  be 
subject  to  public  notice  and  comment.  A 
few  commenters  suggested  tkat  CMS 
undertake  robust  data  collection  to 
determine  if  imaging  costs  are  correctly 
captured.  Other  commenters 
appreciated  our  proposed  increases  in 
payment  for  multiple  imaging 
composite  APCs.  However,  the 
commenters  were  concerned  that  the 
multiple  imaging  composite  APC 
payment  rates  remained  insufficient  to 
reflect  the  current  costs  of  diagnostic 
imaging  procedures,  particularly  when 
more  than  two  imaging  procedures  are 
performed.  One  commenter 
recommended  that  we  evaluate  whether 
the  methodology  used  to  establish 
existing  composite  APCs  results  in 
payments  that  accurately  reflect  all  of 
the  resources  needed  to  perform  these 
services.  A  number  of  commenters 


voiced  agreement  with  the  APC  Panel’s 
recommendation  that  we  continue  to 
provide  analyses  on  an  ongoing  basis  of 
the  impact  on  beneficiaries  of  the 
multiple  imaging  composite  APC 
methodology  as  data  becomes  available. 

One  commenter  requested  separate 
payment  when  imaging  services  of  the 
same  modality  are  performed  on  the 
same  day  but  at  different  times.  The 
commenter  claimed  that  for  some 
patients,  such  as  cancer  or  trauma 
patients,  such  protocols  are  essential  for 
safety  and  efficacy,  and  that  the  same 
economies  of  scale  that  can  be  achieved 
by  performing  multiple  imaging 
procedures  during  the  same  sitting  may 
not  be  realized  if  a  significant  amount 
of  time  passes  between  the  first  and 
subsequent  imaging  procedures.  The 
commenter  recommended  that  CMS 
implement  a  modifier  or  condition  code 
to  distinguish  between  imaging  services 
performed  diuring  the  same  sitting  and 
imaging  services  performed  at  different 
times  on  the  same  day. 

Another  commenter  opposed  the 
multiple  imaging  composite  APCs, 
stating  that  the  policy  penalizes  specific 
imaging  services  under  the  guise  of 
creating  incentives  for  efficiencies, 
which  will  not  be  achieved  because 
payment  rates  are  already  very  low 
under  the  Deficit  Reduction  Act.  The 
commenter  further  asserted  that 
hospitals  will  be  encouraged  to  perform 
imaging  studies  on  separate  days  to 
avoid  payment  under  composite  APCs, 
thus  causing  inconvenience  to  Medicare 
beneficiaries. 

Response:  We  appreciate  the  support 
for  our  decision  not  to  propose  any  new 
composite  APCs  for  CY  2011,  and  for 
the  proposed  CY  2011  payment  rate  for 
the  multiple  imaging  composite  APCs. 
We  would  subject  any  future  proposals 
on  composite  APCs  to  public  notice  and 
opportunity  for  comment  through  our 
normal  rulemaking  process.  As  noted 
previously,  we  are  accepting  the  APC 
Panel  recommendation  to  provide 
analysis  on  an  ongoing  basis  of  the 
impact  on  beneficiaries  of  the  multiple 
imaging  composite  APCs  as  data  become 
available,  which  would  include  analysis 
of  whether  imaging  costs  are  correctly 
captured.  We  do  not  agree  with  the 
comments  that  the  composite  APC 
payment  rates  are  insufficient  to  reflect 
the  current  costs  of  diagnostic  imaging 
procedures  when  more  than  two 
imaging  procedures  are  performed.  As 
we  stated  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60400),  we  do  not  believe  that,  in 
aggregate,  OPPS  payment  for  multiple 
imaging  services  will  be  inadequate 
under  the  multiple  imaging  composite 
APC  payment  methodology  so  as  to 


limit  beneficiary  access,  even 
considering  the  minority  of  cases  in 
which  hospitals  provide  more  than  two 
imaging  procedures  on  a  single  date  of 
service.  The  median  costs  upon  which 
the  payment  rates  for  the  multiple 
imaging  composite  APCs  are  based  are 
calculated  using  CY  2009  claims  that 
would  have  qualified  for  composite 
payment,  including  those  with  only  two 
imaging  procedures  and  those  with 
substantially  higher  numbers  of  imaging 
procedures.  Payment  based  on  a 
measure  of  central  tendency  is  a 
principle  of  any  prospective  payment 
system.  In  some  individual  cases, 
payment  exceeds  the  average  cost  and  in 
other  cases  payment  is  less  than  the 
average  cost.  On  balance,  however, 
payment  should  approximate  the 
relative  cost  of  the  average  case, 
recognizing  that,  as  a  prospective 
payment  system,  the  OPPS  is  a  system 
of  averages.  Moreover,  consistent  with 
our  policy  regarding  APC  payments 
made  on  a  prospective  basis,  multiple 
composite  imaging  services  are  subject 
to  the  outlier  provision  of  section 
1833(t)(5)  of  the  Act  for  high  cost  cases 
meeting  specific  conditions.  We  also  do 
not  agree  with  the  commenters  that  the 
multiple  imaging  composite  APC 
payment  methodology  will  result  in 
hospitals  requiring  patients  who  need 
more  than  two  imaging  procedures  to 
return  for  additional  sittings  on  other 
days.  As  we  stated  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68562),  we  do  not  believe 
that,  in  general,  hospitals  would 
routinely  and  for  purposes  of  financial 
gain  put  patients  at  unnecessary  risk  of 
harm  from  radiation  or  contrast 
exposure,  or  inconvenience  them  or  risk 
lack  of  timely  follow-up  to  the  point  of 
making  them  return  to  the  hospital  on 
separate  days  to  receive  medically 
necessary  diagnostic  studies.  However, 
we  again  note  that  we  do  have  the 
capacity  to  examine  our  claims  data  for 
patterns  of  fragmented  care.  If  we  were 
to  find  a  pattern  in  which  a  hospital 
appears  to  be  fragmenting  imaging 
services  across  multiple  days  for 
individual  beneficiaries,  we  could  refer 
it  for  review  by  the  Quality 
Improvement  Organizations  (QIOs)  with 
respect  to  the  quality  of  care  furnished, 
or  for  review  by  the  Program  Safeguard 
Contractors  of  claims  against  the 
medical  record,  as  appropriate  to  the 
circumstances  we  found. 

As  we  stated  in  the  CY  2010  final  rule 
with  comment  period  (74  FR  60399),  we 
do  not  agree  with  the  commenters  that 
multiple  imaging  procedures  of  the 
same  modality  provided  on  the  same 
date  of  service  but  at  different  times 
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should  be  exempt  from  the  multiple 
imaging  composite  payment 
methodology.  As  we  indicated  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68565)  and  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60399),  we 
believe  that  composite  payment  is 
appropriate  even  when  procedures  are 
provided  on  the  same  date  of  service  but 
at  different  times  because  hospitals  do 
not  expend  the  same  facility  resources 
each  and  every  time  a  patient  is  seen  for 
a  distinct  imaging  service  in  a  separate 
imaging  session.  In  most  cases,  we 
expect  that  patients  in  these 
circumstances  would  receive  imaging 
procedures  at  different  times  during  a 
single  prolonged  hospital  outpatient 
encounter.  The  efficiencies  that  may  be 
gained  from  providing  multiple  imaging 
procedures  during  a  single  session  are 
achieved  in  ways  other  than  merely  not 
having  to  reposition  the  patient.  Even  if 
the  same  level  of  efficiencies  could  not 
be  gained  for  multiple  imaging 
procedures  performed  on  the  same  date 
of  service  but  at  different  times,  we 
expect  that  any  higher  costs  associated 
with  these  cases  would  be  reflected  in 
the  claims  data  and  cost  reports  we  use 
to  calculate  the  median  costs  for  the 
multiple  imaging  composite  APCs  and, 
therefore,  in  the  payment  rates  for  the 
multiple  imaging  composite  APCs. 
Therefore,  we  do  not  believe  it  is 
necessary  or  appropriate  for  hospitals  to 
report  imaging  procedures  provided  on 
the  same  date  of  service  but  during 
different  sittings  any  differently  than 
they  would  report  imaging  procedures 
performed  consecutively  in  one  sitting 
with  no  time  in  between  the  imaging 
services.  In  addition,  for  the  above 
reasons,  we  do  not  believe  it  is 
necessary  to  implement  a  modifier  or 
condition  code  to  distinguish  between 
such  cases. 

We  disagree  with  the  commenter  that 
multiple  imaging  composite  APCs 
penalize  specific  imaging  services  rather 
than  create  incentives  for  efficiencies, 
and  that  efficiencies  cannot  be  achieved 
because  payment  rates  are  already  very 
low  under  the  DRA.  As  stated  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66613)  and 
previously  in  this  section,  we  believe 
that  combining  payment  for  multiple 
independent  services  into  a  single  OPPS 
payment  in  this  way  enables  hospitals 
to  manage  their  resources  with 
maximum  flexibility  by  monitoring  and 
adjusting  the  volume  and  efficiency  of 
services  themselves.  The  DRA  does  not 
reduce  OPPS  payment  rates  for  imaging, 
so  we  do  nofagree  that  this  contributes 
in  any  way  to  payment  rates  for  imaging 


services  that  are  too  low  under  the 
OPPS. 

After  consideration  of  the  public 
comuients  we  received,  we  are  adopting 
our  CY  2011  proposal,  without 
modification,  to  continue  paying  for  all 
multiple  imaging  procedures  within  an 
imaging  family  performed  on  the  same 
date  of  service  using  the  multiple 
imaging  composite  payment 
methodology.  The  CY  2011  payment 
rates  for  the  five  multiple  imaging 
composite  APCs  (APC  8004,  APC  8005, 
APC  8006,  APC  8007,  and  APC  8008) 
are  based  on  median  costs  calculated 
from  the  CY  2009  claims  that  would 
have  qualified  for,  composite  payment 
under  the  current  policy  (that  is,  those 
claims  with  more  than  one  procedure 
within  the  same  family  on  a  single  date 
of  service).  Using  the  same  ratesetting 
methodology  described  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46213), 
we  were  able  to  identify  1.9  million 
“single  session”  claims  out  of  an 
estimated  2.9  million  potential 
composite  cases  from  our  ratesetting 
claims  data,  or  well  over  half  of  all 
eligible  claims,  to  calculate  the  final  CY 
2011  median  costs  for  the  multiple 
imaging  composite  APCs. 

Table  13  below  lists  the  HCPCS  codes 
that  will  be  subject  to  the  multiple 
imaging  composite  policy  and  their 
respective  families  for  CY  2011.  We  note 
that  we  have  updated  Table  13  to  reflect 
HCPCS  coding  changes  for  CY  2011. 
Specifically,  we  added  CPT  code  74176 
(Computed  tomography,  abdomen  and 
pelvis;  without  contrast  material),  CPT 
code  74177  (Computed  tomography, 
abdomen  and  pelvis;  with  contrast 
material(s)),  and  CPT  code  74178 
(Computed  tomography,  abdomen  and 
pelvis;  without  contrast  material  in  one 
or  both  body  regions,  followed  by 
contrast  material(s)  and  further  sections 
in  one  or  both  body  regions)  to  the  CT 
and  CTA  family.  These  codes  are  new 
for  CY  2011.  We  also  added  codes 
C8931  (Magnetic  resonance  angiography 
with  contrast,  spinal  canal  and 
contents),  C8932  (Magnetic  resonance 
angiography  without  contrast,  spinal 
canal  and  contents),  C8933  (Magnetic 
resonance  angiography  without  contrast 
followed  by  with  contrast,  spinal  canal 
and  contents),  C8934  (Magnetic 
resonance  angiography  with  contrast, 
upper  extremity),  C8935  (Magnetic 
resonance  angiography  without  contrast, 
upper  extremity),  and  C8936  (Magnetic 
resonance  angiography  without  contrast 
followed  by  with  contrast,  upper 
extremity),  to  the  MRI  and  MRA  family. 
These  codes  were  recognized  for  OPPS 
payment  in  the  October  2010  OPPS 
Update  (Transmittal  2050,  Change 
Request  7117,.  dated  September  17, 


2010).  The  HCPCS  codes  listed  in  Table 
13  are  assigned  status  indicated  “Q3”’  in 
Addendum  B  to  this  final  rule  with 
comment  period  to  identify  their  status 
as  potentially  payable  through  a 
composite  APC.  Their  composite  APC 
assignment  is  identified  in  Addendum 
M  to  this  final  rule  with  comment 
period.  Table  14  below  lists  the  OPPS 
imaging  family  services  that  overlap 
with  HCPCS  codes  on  the  CY  2011 
bypass  list. 


Table  13 — OPPS  Imaging  Families 
AND  Multiple  Imaging  Procedure 
Composite  APCs 


Family  1 — Ultrasound 

CY  2011  APC  ! 
8004  i 

(Ultrasound  j 

composite) 

CY  201 1  Approximate 
APC  median 

76604  . . 

Us  exam,  chest. 

76700  .  I 

Us  exam,  abdom,  com- 

plete. 

76705  .  I 

Echo  exam  of  abdomen. 

76770  . . 

Us  exam  abdo  back  wall. 

comp. 

76775  . 

Us  exam  abdo  back  wall, 

lim. 

76776  . 

Us  exam  k  transpi  w/ 

Doppler. 

76831  . 

Echo  exam,  uterus. 

76856  . 

j  Us  exam,  pelvic,  com- 

plete. 

76870  . 

!  Us  exam,  scrotum. 

76857  . 

1  Us  exam,  pelvic,  limited. 

Family  2 — CT  and  CTA  with  and  without 
Contrast 


CY  201 1  APC 
8005  (CT  and 
CTA  without 
Contrast 
Composite)* 

CY  201 1  Approximate 
APC  Median  Cost  =  $416 

70450  . 

Ct  head/brain  w/o  dye. 

70480  . 

Ct  orbit/ear/fossa  w/o  dye. 

70486  . 

Ct  maxillofacial  w/o  dye. 

70490  . . 

Ct  soft  tissue  neck  w/o 
dye. 

71250  . 

Ct  thorax  w/o  dye. 

72125  . 

Ct  neck  spine  w/o  dye. 

72128  . . . 

Ct  chest  spine  w/o  dye. 

72131  . 

Ct  lumbar  spine  w/o  dye. 

72192  . 

Ct  pelvis  w/o  dye. 

73200  . 

Ct  upper  extremity  w/o 
dye. 

73700  . 

Ct  lower  extremity  w/o 
dye. 

74150  . 

Ct  abdomen  w/o  dye. 

74261  . 

Ct  colonography,  w/o  dye. 

74176  . 

Ct  angio  abd  &  pelvis. 
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Table  13 — OPPS  Imaging  Families 
AND  Multiple  Imaging  Procedure 
Composite  APCs — Continued 

CY  201 1  APC  CY  201 1  Approximate 


8006  (CT  and  APC  Median  Cost  =  $622 

CTA  with 

Contrast 

Composite) 

70487  .  Ct  maxillofacial  w/dye. 

70460  .  Ct  head/brain  w/dye. 

70470  .  Ct  head/brain  w/o  &  w/ 

dye. 

70481  .  Ct  orbit/ear/fossa  w/dye. 

70482  .  Ct  orbit/ear/fossa  w/o  &  w/ 

dye. 

70488  .  Ct  maxillofacial  w/o  &  w/ 

dye. 

70491  .  Ct  soft  tissue  neck  w/dye. 

70492  .  Ct  sft  tsue  nek  w/o  &  w/ 

dye. 

70496  .  Ct  angiography,  head. 

70498  .  Ct  angiography,  neck. 

71260  .  Ct  thorax  w/dye. 

71270  .  Ct  thorax  w/o  &  w/dye. 

71275  .  Ct  angiography,  chest. 

72126  .  Ct  neck  spine  w/dye. 

72127  .  Ct  neck  spine  w/o  &  w/ 

dye. 

72129  .  Ct  chest  spine  w/dye. 

72130  .  Ct  chest  spine  w/o  &  w/ 

dye. 

72132  .  Ct  lumbar  spine  w/dye. 

72133  .  Ct  lumbar  spine  w/o  &  w/ 

dye. 

72191  . .  Ct  angiograph  pelv  w/o  & 

w/dye. 

72193  . Ct  pelvis  w/dye. 

72194  .  Ct  pelvis  w/o  &  w/dye. 

73201  .  Ct  upper  extremity  w/dye. 

73202  .  Ct  uppr  extremity  w/o  & 

w/dye. 

73206  .  Ct  angio  upr  extrm  w/o  & 

w/dye. 

73701  . .  Ct  lower  extremity  w/dye. 

73702  .  Ct  Iwr  extremity  w/o  &  w/ 

dye. 

73706  .  Ct  angio  Iwr  extr  w/o  &  w/ 

dye. 

74160  .  Ct  abdomen  w/dye. 

74170  .  Ct  abdomen  w/o  &  w/dye. 

74175  .  Ct  angio  abdom  w/o  &  w/ 

dye. 

74262  .  i  Ct  colonography,  w/dye. 

75635  . I  Ct  angio  abdominal  arte¬ 

ries. 

74177  .  Ct  angio  abd  &  pelv  w/ 

contrast. 

741 78  .  Ct  angio  abd  &  pelv  1  + 

regns. 


*  If  a  “without  contrast”  CT  or  CTA  procedure 
is  performed  during  the  same  session  as  a 
“with  contrast”  CT  or  CTA  procedure,  the  1/ 
OCE  will  assign  APC  8006  mther  than 
APC  8005. 


Table  13 — OPPS  Imaging  Families 
AND  Multiple  Imaging  Procedure 
Composite  APCs— Continued 

Family  3 — MRI  and  MRA  with  and  without 
Contrast 


CY  2011  APC  CY  201 1  Approximate 

8007  (MRI  APC  Median  Cost  =  $699 

and  MRA 

without  Con¬ 
trast  Com¬ 

posite)* 

70336  .  Magnetic  image,  jaw  joint. 

70540  .  Mri  orbit/face/neck  w/o 

dye. 

70544  .  Mri  angiography  head  w/o 

dye. 

70547  .  Mri  angiography  neck  w/o 

dye. 

70551  .  Mri  brain  w/o  dye. 

70554  .  Fmri  brain  by  tech. 

71550  .  Mri  chest  w/o  dye. 

72141  .  Mri  neck  spine  w/o  dye. 

72146  .  Mri  chest  spine  w/o  dye. 

72148  .  Mri  lumbar  spine  w/o  dye. 

72195  .  Mri  pelvis  w/o  dye. 

73218  .  Mri  upper  extremity  w/o 

dye. 

73221  .  Mri  joint  upr  extrem  w/o 

dye. 

73718  . .  Mri  lower  extremity  w/o 

I  dye. 

73721  .  Mri  jnt  of  Iwr  extre  w/o 

dye, 

74181  .  Mri  abdomen  w/o  dye. 

75557  .  Cardiac  mri  for  morph. 

75559  .  Cardiac  mri  w/stress  img. 

C8901  . j  MRA  w/o  cont,  abd. 

C8904  .  MRI  w/o  cont,  breast,  uni. 

C8907 .  MRI  w/o  cont,  breast,  bi. 

C891 0 .  MRA  w/o  cont,  chest. 

C891 3 .  MRA  w/o  cont,  Iwr  ext. 

C8919 .  MRA  w/o  cont,  pelvis. 

C8932  .  MRA,  w/o  dye,  spinal 

canal. 

C8935  .  MRA,  w/o  dye,  upper  extr. 

CY  2011  APC  CY  201 1  Approximate 

8008  (MRI  I  APC  Median  Cost  =  $984 
and  MRA  with 

Contrast 

Composite) 

70549  .  Mri  angiograph  neck  w/o 

&  w/dye. 

70542  .  Mri  orbit/face/neck  w/dye. 

70543  .  Mri  orbt/fac/nck  w/o  &  w/ 

dye. 

70545  .  Mri  angiography  head  w/ 

dye. 

70546  .  Mri  angiograph  head  w/o 

&  w/dye. 

70548  . .  Mri  angiography  neck  w/ 

dye. 

70552  .  Mri  brain  w/dye. 

70553  .  Mri  brain  w/o  &  w/dye. 

71551  .  Mri  chest  w/dye. 

71552  .  Mri  chest  w/o  &  w/dye. 

72142  .  Mri  neck  spine  w/dye. 


Table  13 — OPPS  Imaging  Families 
AND  Multiple  Imaging  Procedure 
Composite  APCs— Continued 


72147  .  Mri  chest  spine  w/dye. 

72149  .  Mri  lumbar  spine  w/dye. 

72156  .  Mri  neck  spine  w/o  &  w/ 

dye. 

72157  .  Mri  chest  spine  w/o  &  w/ 

dye. 

72158  .  Mri  lumbar  spine  w/o  &  w/ 

dye. 

72196  .  Mri  pelvis  w/dye. 

72197  . . .  Mri  pelvis  w/o  &  w/dye. 

73219  . . .  Mri  upper  extremity  w/dye. 

73220  .  Mri  uppr  extremity  w/o  & 

w/dye. 

73222  .  Mri  joint  upr  extrem  w/ 

dye. 

73223  .  Mri  joint  upr  extr  w/o  &  w/ 

dye. 

73719  .  Mri  lower  extremity  w/dye. 

73720  .  Mri  Iwr  extremity  w/o  &  w/ 

dye. 

73722  .  Mri  joint  of  Iwr  extr  w/dye. 

73723  .  Mri  joint  Iwr  extr  w/o  &  w/ 

dye. 

74182  .  Mri  abdomen  w/dye. 

74183  .  Mri  abdomen  w/o  &  w/ 

dye, 

75561  .  Cardiac  mri  for  morph  w/ 

dye. 

75563  .  Card  mri  w/stress  img  & 

dye. 

C8900  .  MRA  w/cont,  abd. 

C8902  .  MRA  w/o  fol  w/cont,  abd. 

C8903  .  MRI  w/cont,  breast,  uni. 

C8905  . .  MRI  w/o  fol  w/cont,  brst, 

'  un. 

C8906  .  MRI  w/cont,  breast,  bi. 

C8908  .  MRI  w/o  fol  w/cont, 

breast, 

C8909  .  MRA  w/cont,  chest. 

C891 1  .  MRA  w/o  fol  w/cont, 

chest. 

C8912 .  MRA  w/cont,  Iwr  ext. 

C8914 .  MRA  w/o  fol  w/cont,  Iwr 

ext. 

C8918 .  MRA  w/cont,  pelvis. 

C8920  .  MRA  w/o  fol  w/cont,  pel¬ 

vis. 

C8931  .  MRA,  w/dye,  spinal  canal. 

C8933  .  MRA,  w/o  &  w/dye,  spinal 

canal. 

C8934  .  MRA,  w/dye,  upper  ex¬ 

tremity. 

C8936  .  MRA,  w/o  &  w/dye,  upper 

extr. 


*lf  a  “without  contrast”  MRI  or  MRA  proce¬ 
dure  is  performed  during  the  same  session 
as  a  “with  contrast”  MRI  or  MRA  proce¬ 
dure,  the  I/OCE  will  assign  APC  8008  rath¬ 
er  than  8007. 
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Table  14— OPPS  Imaging  Family 
Services  Overlapping  With 
HCPCS  Codes  on  the  CY  2011 
Bypass  List 


Family  1 — 1 

Iltrasound 

76700  .  j 

Us  exam,  abdom. 

1 

complete. 

76705  .  1 

Echo  exam  of  abdo- 

!■ 

men. 

76770  .  1 

Us  exam  abdo  back 

i 

wall,  comp. 

76775  . . .  j 

Us  exam  abdo  back 

wall,  lim. 

76776  .  1 

Us  exam  k  transpi  w/ 

1 

Doppler. 

76856  .  ! 

Us  exam,  pelvic. 

j 

complete. 

76870  .  1 

Us  exam,  scrotum. 

76857  . 

Us  exam,  pelvic,  lim- 

ited. 

Family  2 — CT  and  CTA  with  and  without 

Contrast 

70450  . 

Ct  head/brain  w/o 

dye. 

70480  . 

Ct  orbit/ear/fossa  w/o 

dye. 

70486  . . . 

Ct  maxillofacial  w/o 

dye. 

70490  . 

Ct  soft  tissue  neck  w/ 

0  dye. 

71250  . 

Ct  thorax  w/o  dye. 

72125  . . 

Ct  neck  spine  w/o 

dye. 

72128  . 

Ct  chest  spine  w/o 

dye. 

72131  . 

Ct  lumbar  spine  w/o 

dye. 

72192  . 

Ct  pelvis  w/o  dye. 

73200  . 

Ct  upper  extremity  w/ 

0  dye. 

73700  . 

Ct  lower  extremity  w/ 

0  dye. 

74150  . 

Ct  abdomen  w/o  dye. 

Family  3— MRI  and  MRA  with  and  without 

Contrast 

70336  . 

Magnetic  image,  jaw 

joint. 

70544  . 

Mri  angiography  head 

w/o  dye. 

70551  . 

Mri  brain  w/o  dye. 

72141  . 

Mri  neck  spine  w/o 

dye. 

72146  . 

i  Mri  chest  spine  w/o 

dye. 

72148  . 

i  Mri  lumbar  spine  w/o 

j  dye. 

73218  . 

j  Mri  upper  extremity 

w/o  dye. 

73221  . 

Mri  joint  upr  extrem 

w/o  dye. 

73718  . 

Mri  lower  extremity  w/ 

0  dye. 

73721  . 

Mri  jnt  of  Iwr  extre  w/ 

i  0  dye. 

3.  Changes  to  Packaged  Services 
a.  Background 

The  OPPS,  like  other  prospective 
payment  systems,  relies  on  the  concept 
of  averaging,  where  the  payment  may  be 
more  or  less  than  the  estimated  cost  of 
providing  a  service  or  bundle  of  services 
for  a  particular  patient,  but  with  the 
exception  of  outlier  cases,  the  payment 
is  adequate  to  ensure  access  to 
appropriate  care.  Packaging  payment  for 
multiple  interrelated  services  into  a 
single  payment  creates  incentives  for 
providers  to  furnish  services  in  the  most 
efficient  way  by  enabling  hospitals  to 
manage  their  resources  with  maximum  . 
flexibility,  thereby  encouraging  long¬ 
term  cost  containment.  For  example, 
where  there  are  a  variety  of  supplies 
that  could  be  used  to  furnish  a  service, 
some  of  which  are  more  expensive  than 
others,  packaging  encourages  hospitals 
to  use  the  least  expensive  item  that 
meets  the  patient’s  needs,  rather  tlian  to 
routinely  use  a  more  expensive  item. 
Packaging  also  encourages  hospitals  to 
negotiate  carefully  with  manufacturers 
and  suppliers  to  reduce  the  purchase 
price  of  items  and  services  or  to  explore 
alternative  group  purchasing 
arrangements,  thereby  encouraging  the 
most  economical  health  care.  Similarly, 
packaging  encourages  hospitals  to 
establish  protocols  that  ensure  that 
necessary  services  are  furnished,  while 
carefully  scrutinizing  the  services 
ordered  by  practitioners  to  maximize 
the  efficient  use  of  hospital  resources. 
Packaging  payments  into  larger  payment 
bundles  promotes  the  stability  of 
payment  for  services  over  time.  Finally, 
packaging  also  may  reduce  the 
importance  of  refining  service-specific 
payment  because  there  is  more 
opportunity  for  hospitals  to  average 
payment  across  higher  cost  cases 
requiring  many  ancillary  services  and 
lower  cost  cases  requiring  fewer 
ancillary  services.  For  these  reasons, 
packaging  payment  for  services  that  are 
typically  ancillary  and  supportive  to  a 
primary  service  has  been  a  fundamental 
part  of  the  OPPS  since  its 
implementation  in  August  2000. 

We  assign  status  indicator  “N”  to 
those  HCPCS  codes  that  we  believe  are 
always  integral  to  the  performance  of 
the  primary  modality;  therefore,  we 
always  package  their  costs  into  the  costs 
of  the  separately  paid  primary  services 
with  which  they  are  billed.  Services 
assigned  status  indicator  “N”  are 
unconditionally  packaged. 

We  assign  status  indicator  “Ql” 
(“STVX-Packaged  Codes”),  “Q2”  (“T- 
Packaged  Codes”),  or  “Q3”  (Codes  that 
may  be  paid  through  a  composite  APC) 
to  each  conditionally  packaged  HCPCS 


code.  An  “STVX-packaged  code” 
describes  a  HCPCS  code  whose  payment 
is  packaged  when  one  or  more 
separately  paid  primary  services  with 
the  status  indicator  of  “S,”  “T,”  “V,”  or 
“X”  are  furnished  in  the  hospital 
outpatient  encounter.  A  “T-packaged 
code”  describes  a  code  whose  payment 
is  packaged  when  one  or  more 
separately  paid  surgical  procedures  with 
the  status  indicator  of  “T”  are  provided 
during  the  hospital  encounter.  “STVX- 
packaged  codes”  and  “T-packaged 
codes”  are  paid  separately  in  those  ‘ 
uncommon  cases  when  they  do  not 
.  meet  their  respective  criteria  for 
packaged  payment.  “STVX-packaged 
codes”  and  “T-packaged  codes”  are 
conditionally  packaged.  We  refer- 
readers  to  section  XIIl.A.l.  of  this  final 
rule  with  comment  period  for  a 
complete  listing  of  status  indicators. 

We  use  the  term  “dependent  service” 
to  refer  to  the  HCPCS  codes  that 
represent  services  that  are  typically 
ancillary  and  supportive  to  a  primary 
diagnostic  or  therapeutic  modality.  We 
use  the  term  “independent  service”  to 
refer  to  the  HCPCS  codes  that  represent 
the  primary  therapeutic  or  diagnostic 
modality  into  which  we  package 
payment  for  the  dependent  service.  In  . 
future  years,  as  we  consider  the 
development  of  larger  payment  groups 
that  more  broadly  reflect  services 
provided  in  an  encounter  or  episode-of- 
care,  it  is  possible  that  we  might 
propose  to  bundle  payment  for  a  service 
that  we  now  refer  to  as  “independent.” 

Hospitals  include  HCPCS  codes  and 
charges  for  packaged  services  on  their 
claims,  and  the  estimated  costs 
associated  with  those  packaged  services 
are  then  added  to  the  costs  of  separately 
■^payable  procedures  on  the  same  claims 
in  establishing  payment  rates  for  the 
separately  payable  services.  We 
encourage  hospitals  to  report  all  HCPCS 
codes  that  describe  packaged  services 
that  were  provided,  unless  the  CPT 
Editorial  Panel  or  CMS  provide  other 
guidance.  The  appropriateness  of  the 
OPPS  payment  rates  depend  on  the 
quality  and  completeness  of  the  claims 
data  that  hospitals  submit  for  the 
services  they  furnish  to  our  Medicare 
beneficiaries. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66610 
through  66659),  we  adopted  the 
packaging  of  payment  for  items  and 
services  in  seven  categories  into  the 
payment  for  the  primary  diagnostic  or 
therapeutic  modality  to  which  we 
believe  these  items  and  services  are 
typically  ancillary  and  supportive.  The 
seven  categories  are:  (1)  Guidance 
services;  (2)  image  processing  services; 
(3)  intraoperative  services;  (4)  imaging 
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supervision  and  interpretation  services; 
(5)  diagnostic  radiopharmaceuticals;  (6) 
contrast  media;  and  (7)  observation 
services.  We  specifically  chose  these  . 
categories  of  HCPCS  codes  for  packaging 
because  we  believe  that  the  items  and 
services  described  by  the  codes  in  these 
categories  are  typically  ancillary  and 
supportive  to  a  primary  diagnostic  or 
therapeutic  modality  and,  in  those 
cases,  are  an  integral  part  of  the  primary 
service  they  support. 

In  addition,  in  the  CY  2008  OPPS/ 

ASd  final  rule  with  comment  period  (72 
FR  66650  through  66659),  we  finalized 
additional  packaging  for  the  CY  2008 
OPPS,  which  included  the 
establishment  of  new  composite  APCs 
for  CY  2008,  specifically  APC  8000 
(Cardiac  Electrophysiologic  Evaluation 
and  Ablation  Composite),  APC  8001 
(LDR  Prostate  Brachytherapy 
Composite),  APC  8002  (Level  I  Extended 
Assessment  &  Management  Composite), 
and  APC  8003  (Level  II  Extended 
Assessment  &  Management  Composite). 
In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68559 
through  68569),  we  expanded  the 
composite  APC  model  to  one  new 
clinical  area — multiple  imaging 
services.  We  created  five  multiple 
imaging  composite  APCs  for  payment  in 
CY  2009  that  incorporate  statutory 
requirements  to  differentiate  between 
imaging  services  provided  with  contrast 
and  without  contrast  as  required  by 
section  1833(t)(2)(G)  of  the  Act.  The 
multiple  imaging  composite  APCs  are: 
APC  8004  (Ultrasound  Composite);  APC 
8005  (CT  and  CTA  without  Contrast 
Composite);  APC  8006  (CT  and  CTA 
with  Contrast  Composite);  APC  8007 
(MRI  and  MRA  without  Contrast 
Composite);  and  APC  8008  (MRI  and 
MRA  with  Contrast  Composite).  We 
discuss  composite  APCs  in  more  detail 
in  section  n.A.2.e.  of  this  final  rule  with 
comment  period. 

We  recognize  that  decisions  about 
packaging  and  bundling  payment 
involve  a  balance  between  ensuring  that 
payment  is  adequate  to  enable  the 
hospital  to  provide  quality  care  and 
establishing  incentives  for  efficiency 
through  larger  units  of  payment. 
Therefore,  we  welcomed  public 
comments  regarding  our  packaging 
proposals  for  the  CY  2011  OPPS. 

b.  Packaging  Issues 

(1)  CMS  Presentation  of  Findings 
Regarding  Expanded  Packaging  at  the 
February  2010  APC  Panel  Meeting 

In  deciding  whether  to  package  a 
service  or  pay  for  a  code  separately,  we 
have  historically  considered  a  variety  of 
factors,  including  whether  the  service  is 


normally  provided  separately  or  in 
conjunction  with  other  services;  how 
likely  it  is  for  the  costs  of  the  packaged 
code  to  be  appropriately  mapped  to  the 
separately  payable  codes  with  which  it 
was  performed;  and  whether  the 
expected  cost  of  the  service  is  relatively 
low. 

As  discussed  in  section  I.E.  of  this 
final  rule  with  comment  period,  the 
APC  Panel  advises  CMS  on  the  clinical  . 
integrity  of  payment  groups  and  their 
weights,  and  the  APC  Panel  has  had  a 
Packaging  Subcommittee,  now  renamed 
the  Subcommittee  for  APC  Groups  and 
Status  Indicator  (SI)  Assignments,  that 
studies  and  makes  recommendations  on 
issues  pertaining  to  services  that  are  not 
separately  payable  under  the  OPPS,  but 
whose  payments  are  bundled  or 
packaged  into  APC  payments.  The  APC 
Panel  has  considered  packaging  issues 
at  several  earlier  meetings.  For 
discussions  of  earlier  APC  Panel 
meetings  and  recommendations,  we 
refer  readers  to  previously  published 
hospital  OPPS/ASC  proposed  and  final 
rules  on  the  CMS  Web  site  at:  http:// 
www.cms.gov/FACA/05_Advisory 
PanelonAmbulatory 
PaymentCIassificationGroups. 
aspttTopOWage. 

During  the  August  5-6,  2009  meeting 
of  the  APC  Panel,  we  agreed  to  continue 
to  provide  the  Panel  with  information 
on  the  impact  of  increased  packaging  on 
Medicare  beneficiaries  building  on  the 
analyses  we  had  presented  at  the 
February  2009  APC  Panel  meeting.  We 
did  not  share  additional  packaging  data 
with  the  APC  Panel  at  the  August  2009 
meeting  because  we  had  already 
presented  analysis  comparing  CY  2007 
and  CY  2008  claims  data  and  believed 
’’the  APC  Panel’s  discussions  would 
benefit  from  analyses  of  CY  2007  and 
CY  2009  claims  data.  We  indicated  that 
we  planned  to  incorporate  analysis  of 
CY  2009  claims  into  the  information  we 
would  bring  to  the  APC  Panel  for  its 
review  at  the  winter  2010  meeting. 

At  the  February  17—18,  2010  APC 
Panel  meeting,  we  presented  subsequent 
analyses  that  compared  CY  2007  claims 
processed  through  September  30,  2007 
to  CY  2009  claims  processed  through 
September  30,  2009.  Similar  to  the 
initial  analysis  that  we  presented  to  the  ' 
APC  Panel  in  2009,  the  HCPCS  codes 
that  we  compared  are  the  oiies  that  we 
identified  in  the  CY  2008  OPPS  final 
rule  with  comment  period  as  fitting  into 
one  of  the  packaging  categories, 
including  HCPCS  c'odes  that  became 
effective  for  CY  2009.  As  noted  above, 
the  seven  packaging  categories  in  our 
CY  2008  packaging  proposal  are 
guidance  services,  image  processing 
services,  intraoperative  services. 


imaging  supervision  and  interpretation 
services,  diagnostic 
radiopharmaceuticals,  contrast  media, 
and  observation  services.  We  note  that, 
similar  to  the  initial  analysis,  we  did  not 
make  any  adjustments  for  inflation, 
changes  in  the  Medicare  population, 
changes  in  payment  due  to  APC 
recalibration,  changes  in  frequency  due 
to  known  changes  in  code  definitions 
and  coding  practices,  or  changes  in  the 
population  of  hospitals  paid  under  the 
OPPS.  A  summary  of  these  data 
analyses  is  provided  below. 

Analysis  of  the  diagnostic 
radiopharmaceuticals  category  showed 
that  the  diagnostic 
radiopharmaceuticals  were  billed  1 
percent  more  often  during  the  first  9 
months  of  CY  2009  as  compared  to  the 
first  9  months  of  CY  2007.  We  noticed 
very  little  change  in  the  frequency  of 
hospitals  reporting  one  or  more 
diagnostic  radiopharmaceutical  between 
CY  2007  and  CY  2009.  Beginning  in  CY 
2008,  we  required  reporting  of  a 
radiolabeled  product  (including 
diagnostic  radiopharmaceuticals)  when 
billing  a  nuclear  medicine  procedure, . 
and  we  believe  that  the  modest 
increases  in  fi:equency  of  reporting 
diagnostic  radiopharmaceuticals  and  the 
percentage  of  reporting  hospitals 
generally  reflects  hospitals  adhering  to 
our  reporting  requirerttents. 

We  also  found  that  nuclear  medicine 
procedures  (into  which  diagnostic 
radiopharmaceuticals  were  packaged) 
and  associated  diagnostic 
radiopharmaceuticals  were  billed 
approximately  3  million  times  during 
the  first  9  months  of  both  CY  2007  and 
CY  2009.  Further  analysis  revealed  that 
we  paid  hospitals  over  $637  million  for 
nuclear  medicine  procedures  and 
diagnostic  radiopharmaceuticals  during 
the  first  9  months  of  CY  2007,  when 
diagnostic  radiopharmaceuticals  were 
separately  payable,  and  approximately 
the  same  amount  for  nuclear  medicine 
procedures  and  diagnostic 
radiopharmaceuticals  during  the  first  9 
months  of  CY  2009,  when  payment  for 
diagnostic  radiopharmaceuticals  was 
packaged.  This  suggests  that  frequency 
and  payment  for  nuclear  medicine 
procedures  remained  fairly  steady 
between  the  first  9  months  of  CY  2007 
and  the  first  9  months  of  CY  2009. 

We  conducted  the  same  analysis  for 
guidance  services  that  were  packaged 
beginning  in  CY  2008.  Analysis  of  the 
guidance  category  (which  includes 
image-guided  radiation  therapy 
services)  showed  that  guidance  services 
were  billed  8  percent  more  often  during 
CY  2009  as  compared  to  CY  2007  and 
that  the  number  of  hospitals  reporting 
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guidance  services  declined  by  1  percent 
between  CY  2007  and  CY  2009. 

We  also  analyzed  the  same  data  for  all 
contrast  services  that  were  packaged 
beginning  in  CY  2008.  Analysis  of  this 
category  showed  that  contrast  services 
were  billed  9  percent  more  often  during 
CY  2009  as  compared  to  CY  2007  and 
that  the  number  of  hospitals  reporting 
contrast  media  increased  by  1  percent 
between  CY  2007  and  CY  2009. 

Analysis  of  the  data  for  image 
supervision  and  interpretation  services 
showed  that  these  services  were  billed 
10  percent  more  often  during  CY  2009 
as  compared  to  CY  2007  and,  similar  to 
guidance  services  and  contrast  agents, 
the  number  ofhospitals  reporting  image 
supervision  and  interpretation  services 
declined  by  1  percent  between  CY  2007 
and  CY  2009. 

We  also  analyzed  the  first  9  months 
of  CY  2007  and  CY  2009  data  related  to 
all  image  processing  services  that  were 
packaged  beginning  in  the  CY  2008 
OPPS.  This  analysis  was  difficult 
because  there  were  significant  changes 
to  the  CPT  codes  in  this  category  for  CY 
2009.  For  example,  the  procedures 
described  by  CPT  codes  93320  (which 
describes  spectral  Doppler  and  which 
we  classified  as  an  intraoperative 
service)  and  93325  (which  describes 
color  flow  Doppler  and  which  we 
classified  as  an  image  processing 
service)  are  now  reported  using  one 
comprehensive  code,  CPT  93306,  which 
describes  complete  transthoracic 
echocardiogram  with  spectral  and  color 
flow  Doppler.  In  an  effort  to  isolate  the 
effects  of  the  changes  to  coding  from  our 
analysis,  we  removed  the  data  for  any 
codes  experiencing  significant 
modifications  and  observed  a  7  percent 
decrease  from  CY  2007  to  CY  2009  in 
the  frequency  of  image  processing 
services  billed.  However,  as  we  pointed 
out  to  the  APC  panel,  these  numbers  are 
not  necessarily  the  majority  of  services 
in  the  category  or  reflective  of 
behavioral  changes  for  the  services  of 
interest.  When  we  included  the  image 
processing  services  with  the  revised 
coding  for  CY  2009,  the  data  showed  a 
61-percent  decrease  in  the  billing^of 
these  services  between  CY  2007  and  CY 
2009  and  a  6-percent  decrease  in  the 
number  of  hospitals  reporting  these 
services  during  the  same  timeframe. 

Our  analysis  of  changes  in 
intraoperative  services  between  CY  2007 
and  CY  2009  showed  a  5-percent 
decrease  in  the  billing  of  these  services 
and  a  5-percent  decrease  in  the  number 
of  hospitals  reporting  these  services 
during  the  same  timeframe. 

As  we  did  for  our  presentation  at  the 
February  2009  APC  Panel  meeting,  we 
also  found  that  cardiac  cathaterization 


and  other  percutaneous  vascular 
procedures  that  would  typically  be 
accompanied  by  Intravascular 
Ultrasound  (IVUS),  Intracardiac 
echocardiography  (ICE),  and  Fractional 
flow  reserve  (FFR)  (including  IVUS,  ICE, 
and  FFR)  were  billed  approximately 
376,000  times  in  CY  2007  and 
approximately  473,000  times  in  CY 
2009,  representing  an  increase  of  26 
percent  in  the  number  of  services  and 
items  billed  between  CY  2007  and  CY 
2009.  IVUS,  ICE,  and  FFR  are 
intraoperative  and  image  supervision 
and  interpretation  services  that  have 
received  a  lot  of  attention.  Further 
analysis  showed  that  the  OPPS  paid 
hospitals  over  $912  million  for  cardiac 
catheterizations,  other  related  services, 
and  IVUS,  ICE,  and  FFR  in  CY  2007, 
when  IVUS,  ICE,  and  FFR  were  paid 
separately.  In  the  first  9  months  of  CY 
2009,  the  OPPS  paid  hospitals 
approximately  $1.4  billion  for  cardiac 
catheterization  and  other  percutaneous 
vascular  procedures  and  IVUS,  ICE,  and 
FFR,  when  payments  for  IVUS,  ICE,  and 
FFR  were  packaged.  This  is  a  58-percent 
increase  in  payment  from  CY  2007. 
Using  the  first  9  months  of  claims  data 
for  both  CY  2007  and  CY  2009,  we 
calculated  an  average  payment  per 
service  or  item  provided  of  $2,430  in  CY 
2007  and  $3,048  in  CY  2009  for  cardiac 
catheterization  and  other  related 
services,  an  increase  of  25  percent  in 
average  payment  per  item  or  service. 
This  observed  increase  in  average 
payment  per  service  is  most  likely 
attributable  to  the  observed  increase  in 
the  frequency  of  these  cardiac 
catheterization  and  other  percutaneous 
vascular  procedures  that  would 
typically  be  accompanied  by  IVUS,  ICE 
and  FFR  (including  IVUS,  ICE,  and  FFR) 
billed  in  CY  2009. 

We  also  cannot  determine  how  much 
of  the  58-percent  increase  in  aggregate 
payment  for  these  services  may  he  due 
to  the  packaging  of  payment  for  IVUS, 
ICE,  and  FFR  (and  other  services  that 
were  newly  packaged  for  CY  2008)  and 
how  much  may  be  due  to  annual  APC 
recalibratidn  and  typical  fluctuations  in 
service  frequency.  However,  we  believe 
that  all  of  these  factors  contributed  to 
the  notable  increase  in  aggregate 
payment  between  CY  2007  and  CY 
2009. 

We  further  analyzed  the  first  9 
months  of  CY  2007  and  CY  2009  claims 
data  for  radiation  oncology  services  that 
would  be  accompanied  by  radiation 
oncology  guidance.  We  found  that 
radiation  oncology  services  (including 
radiation  oncology  guidance  services) 
were  billed  approximately  4  million 
times  in  CY  2007  and  3.8  million  times 
in  CY  2009,  representing  a  decrease  in 


frequency  of  approximately  6  percent 
between  CY  2007  and  CY  2009.  These 
numbers  represented  each  instance 
where  a  radiation  oncology  service  or  a 
radiation  oncology  guidance  service  was 
billed.  Our  analysis  indicated  that 
hospitals  were  paid  over  $811  million 
for  radiation  oncology  services  and 
radiation  oncology  guidance  services 
under  the  OPPS  during  the  first  9 
months  of  CY  2007,  when  radiation 
oncology  guidance  services  were 
separately  payable.  During  the  first  9 
months  of  CY  2009,  when  payments  for 
radiation  oncology  guidance  were 
packaged,  hospitals  were  paid  over  $827 
million  for  radiation  oncology  services 
under  the  OPPS.  This  $827  million 
included  packaged  payment  for  ' 
radiation  oncology  guidance  services 
and  represented  a  2-percent  increase  in 
aggregate  payment  from  CY  2007  to  CY 
2009.  Using  the  first  9  months  of  claims 
data  for  both  CY  2007  and  CY  2009,  we 
calculated  an  average  payment  per 
radiation  oncology  service  or  item  billed 
of  $199  in  CY  2007  and  $216  in  CY 
2009,  representing  a  per  service  increase 
of  8  percent  from  CY  2007  to  CY  2009. 

At  the  February  2009  meeting,  the 
APC  panel  also  requested  that  CMS 
provide  separate  analyses  of  radiation 
oncology  guidance,  by  type  of  radiation 
oncology  service,  specifically,  intensity 
modulated  radiation  therapy  (IMRT), 
stereotactic  radiosurgery  (SRS), 
brachytherapy,  and  conventional 
radiation  therapy.  The  results  from 
these  analyses  are  discussed  below: 

We  conducted  these  analyses  on  the 
specified  categories  using  the  first  9 
months  of  claims  and  cost  report  data 
from  CY  2007,  before  the  expanded 
packaging  went  into  effect,  and  the  first 
9  months  of  claims  and  cost  report  data 
from  CY  2009 — the  second  year  of 
packaged  payment  for  the  radiation 
guidance  services.  We  found  that  IMRT 
services  were  billed  approximately 
670,000  times  during  the  first  9  months 
of  CY  2007.  During  this  same  timeframe. 
Medicare  paid  hospitals  approximately 
$227  million  for  IMRT  services.  In 
comparison,  during  the  first  9  months  of 
CY  2009,  IMRT  services  were  billed 
713,000  times,  representing  an  increase 
in  frequency  of  6  percent.  Further, 
during  the  first  9  months  of  CY  2009, 
when  payments  for  radiation  oncology 
guidance  were  packaged  into  the 
payments  for  the  separately  paid  IMRT 
procedures,  we  paid  hospitals  over  $298 
million,  representing  a  31-percent 
increase  in  payments  from  CY  2007  to 
CY  2009. 

We  further  analyzed  the  data  for  SRS 
services  and  found  that,  for  the  first  9 
months  of  CY  2007  and  CY  2009,  SRS 
services  vvere  billed  approximately 
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9,000  and  13,000  times,  respectively, 
representing  an  increase  in  frequency  of 
43  percent.  Aggregate  Medicare 
payments  for  these  SRS  services 
increased  by  24  percent  from  $34 
million  in  CY  2007  to  $42  million  in  CY 
2009. 

Our  review  of  the  data  for 
brachytherapy  services  revealed  that,  for 
the  first  9  months  of  CY  2007  and  CY 
2009,  these  services  were  billed 
approximately  10,Q00  and  11,000  times, 
respectively,  representing  an  increase  in 
frequency  of  8  percent.  During  this 
timeframe,  aggregate  Medicare 
payments  for  these  brachytherapy 
services  increased  by  1  percent  from 
$9.8  million  in  CY  2007  to  $9.9  million 
in  CY  2009. 

Our  review  of  the  data  for 
conventional  radiation  therapy  services 
revealed  that  conventional  radiation 
therapy  services  were  billed  1.4  million 
times  and  1.1  million  times,  in  the  first 
9  months  of  CY  2007  and  CY  2009, 
respectively,  representing  a  decrease  in 
frequency  of  20  percent.  During  this 
timeframe,  aggregate  Medicene 
payments  for  these  conventional 
radiation  services  decreased  by  10 
percent  from  $189  million  in  CY  2007 
to  $169  million  in  CY  2009. 

In  reviewing  our  early  CY  2009  claims 
data,  which  reflect  the  second  year  of 
packaged  payment  for  services  in  the 
packaged  categories  identified  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period,  we  generally  observed 
increases  in  the  billing  and  reporting  of 
packaged  services  described  by  these 
categories,  with  the  caveat  that  we  were 
not  able  to  untangle  the  various  causes 
of  declines  in  the  image  processing 
category,  indicating  steady  beneficiary 
access  to  these  categories  of  supporting 
and  ancillary  services.  In  aggregate,  our 
analysis  showed  that  hospitals  do  not 
appear  to  have  significantly  changed 
their  reporting  patterns  as  a  result  of  the 
expanded  packaging  policy  nor  do  the 
analyses  suggest  that  hospitals  have 
stopped  offering  these  supporting  and 
ancillary  services  with  the  primary  ■ 
diagnostic  and  therapeutic  modalities 
that  they  support. 

(2)  Packaging  Recommendations  of  the 
APC  Panel  at  Its  February  2010  Meeting 

During  the  February  2010  APC  panel 
meeting,  the  APC  Panel  accepted  the 
report  of  the  Packaging  Subcommittee 
(the  Subcommittee  for  APC  Groups  and 
Status  Indicator  (SI)  Assignments 
beginning  in  August  2010)  heard  several 
presentations  related  to  packaged 
services,  discussed  the  deliberations  of 
the  Packaging  Subcommittee,  and  made 
six  recommendations.  The  Report  of  the 
February  2010  meeting  of  the  APC  Panel 


may  be  found  at  the  Web  site  at: 

http://www.cms.gov/FACA/05_Advisory 

PanelonAmbulatory 

Paymen  tCIassification  Groups.asp. 

To  summarize,  the  APC  Panel  made 
the  following  recommendations 
regarding  packaging  of  payment  under 
the  .CY  2011  OPPS: 

1.  That  CMS  consider  whether  CPT 
code  31627  (Bronchoscopy,  rigid  or 
flexible,  including  fluoroscopic 
guidance,  when  performed;  with 
computer-assisted,  image-guided 
navigation)  (also  known  as 
electromagnetic  navigational 
bronchoscopy  (ENB))  should  be 
packaged  or  paid  separately;  if  it  should 
be  paid  separately,  CMS  should 
investigate  the  appropriate  APC 
assignment.  The  Panel  suggested  that 
CMS  use  bronchoscopic 
ultrasonography  (EBUS)  as  a  clinical 
example  for  comparison. 
(Recommendation  1) 

2.  That  CMS  make  CPT  code  96368 
(Intravenous  infusion,  for  therapy, 
prophylaxis,  or  diagnosis  (specify 
substance  or  drug);  concurrent  infusion) 
and  CPT  code  96376  (Therapeutic, 
prophylactic,  or  diagnostic  injection 
(specify  substance  or  drug); 
subcutaneous  or  intramuscular,  each 
additional  sequential  intravenous  push 
of  the  same  substance/drug  provided  in 
the  facility  (List  separately  in  addition 
to  code  for  primary  procedure)) 
separately  payable  in  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  at  an  appropriate  payment  rate  as 
determined  by  CMS.  (Recommendation 
2) 

3.  That  CMS  conditionally  package 
payment  for  the  guidance  procedures 
that  would  accompany  breast  needle 
placement  (specifically  CPT  code  19290 
(Preoperative  placement  of  needle 
localization  wire,  breast);  CPT  code 
19291  (Preoperative  placement  of 
needle  localization  wire,  breast;  each 
additional  lesion  (List  separately  in 
addition  to  code  for  primary 
procedure));  CPT  code  19295  (Image 
guided  placement,  metallic  localization 
clip,  percutaneous,  during  breast 
biopsy/aspiration  (List  separately  in 
addition  to  code  for  primary 
procedure));  CPT  code  77031 
(Stereotactic  localization  guidance  for 
breast  biopsy  or  needle  placement  [e.g., 
for  wire  localization  or  for  injection)), 
each  lesion,  radiological  supervision 
and  interpretation);  CPT  code  77032 
(Mammographic  guidance  for  needle 
placement,  breast  [e.g.,  for  wire 
localization  or  for  injection),  each 
lesion,  radiological  supervision  and 
interpretation);  CPT  code  76942 
(Ultrasonic  guidance  for  needle 
placement  [e.g.,  biopsy,  aspiration. 


injection,  localization  device),  imaging 
supervision  and  interpretation))  when 
these  guidance  services  are  performed 
separately.  (Recommendation  3) 

4.  The  Panel  encourages  the  public  to 
submit  common  clinical  scenarios 
involving  currently  packaged  HCPCS 
codes  and  recommendations  of  specific 
services  or  procedures  for  which 
payment  would  be  most  appropriately 
packaged  under  the  OPPS  for  review  by 
the  Packaging  Subcommittee  members. 
(Recommendation  4) 

5.  That  CMS  continue  providing 
analysis  on  an  ongoing  basis  of  the 
impact  on  beneficiaries  of  the  multiple 
imaging  composite  APCs  as  data  become 
available.  (Recommendation  5) 

6.  That  the  work  of  the  Packaging 
Subcommittee  continue. 
(Recommendation  6) 

We  address  each  of  these 
recommendations  in  the  discussion  that 
follows: 

Recommendation  1 

At  the  APC  Panel’s  February  2010  t. 
meeting,  the  manufacturer  asserted  that 
use  of  ENB  technology  during  a 
bronchoscopy  procedure  enables  access 
to  di.stal  lesions  that  are  otherwise  not 
accessible  without  use  of  the  ENB 
technology.  The  manufacturer  also 
argued  that  without  separate  payment 
for  ENB,  hospitals  would  likely  not 
adopt  the  technology  and  the 
population  that  would  likely  benefit 
from  ENB  would  not  have  access  to  this 
technology.  In  response  to  the 
manufacturer’s  assertion,  the  APC  Panel 
asked  CMS  to  consider  whether  CPT 
code  31627,  which  describes 
Electromagnetic  Navigational 
Bronchoscopy  (ENB),  should  be 
packaged  or  paid  separately;  and  if  it 
should  be  paid  separately,  the  APC 
Panel  asked  CMS  to  investigate  the 
appropriate  APC  assignment. 

CPT  code  31627  is  new  for  CY  2010, 
and  we  assigned  it  a  new  interim  status 
indicator  of  “N”  in  our  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period 
based  on  our  packaging  policies 
(discussed  in  section  II.A.S.a.  of  this 
final  rule  with  comment  period).  We 
stated  in  the  proposed  rule  that  we 
considered  the  information  available  to 
us  for  CPT  code  31627  and  believed  that 
the  code  describes  a  procedure  that  is 
supportive  of  and  ancillary  to  the 
primary  diagnostic  or  therapeutic 
modality,  in  this  case,  bronchoscopy 
procedures  (for  example,  CPT  code 
31622  (Bronchoscopy,  rigid  or  flexible, 
including  fluoroscopic  guidance,  when 
performed:  Diagnostic,  with  cell 
washing,  when  performed  (separate 
procedure)).  We  stated  that  we  currently 
package  pa)anent  for  CPT  code  31627, 
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and  that  we  continued  to  believe  that 
this  is  the  appropriate  treatment  of  that 
code.  Therefore,  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46223),  we 
proposed  to  package  payment  for  CPT 
code  31627.  As  we  have  discussed  in 
past  rules,  in  making  our  decision  on 
whether  to  package  a  service  or  pay  for 
it  separately  we  consider  a  variety  of 
factors,  including  whether  the  service  is 
normally  provided  separately  or  in 
conjunction  with  other  services  because 
it  supports  those  services.  By  proposing 
to  packaging  payment  for  this 
procedure,  we  would  be  treating  it  in 
the  same  manner  as  similar  computer- 
assisted,  navigational  diagnostic 
procedures  that  are  supportive  of  and 
ancillary  to  a  primary  diagnostic  or 
therapeutic  modality. 

In  its  recommendation  regarding 
whether  to  make  separate  payment 
under  an  APC  for  CPT  code  31627,  the 
APC  Panel  suggested  that  we  use 
bronchoscopic  ultrasonography  as  a 
clinical  example  for  comparison.  We 
considered  CPT  code  31620 
(Endobronchial  ultrasound  (EBUS) 
during  bronchoscopic  diagnostic  or 
therapeutic  intervention(s)  (List 
separately  in  addition  to  code  for 
primary  procedure))  to  be  a  suitable 
comparison  because  it  describes  another 
bronchoscopic  procedure  in  which  a 
guidance  technology  (that  is, 
ultrasonography)  is  used  to  achieve  the 
therapeutic  benefit  of  the  procedure. 
Similar  to  our  proposed  payment  for 
CPT  code  31627,  payment  for  CPT  code 
31620  is  currently  packaged  into  the 
primary  modality  with  which  it  would 
be  appropriately  billed.  In  CY  2008,  as 
part  of  our  increased  packaging 
proposal,  we  identified  the  EBUS 
procedure  as  an  intraoperative  ancillary 
service  that  would  typically  be  reported 
in  conjunction  with  an 'independent 
service.  In  addition,  similar  to  CPT  code 
31627,  CPT  code  31620  is  an  add--on 
code  that,  in  accordance  with  CPT 
reporting  guidelines,  would  only  be 
appropriately  reported  in  conjunction 
with  specified  bronchoscopy  procedures 
with  which  it  would  be  performed. 

Based  on  these  general  comparisons  of 
CPT  code  31627  to  the  EBUS  procedure 
described  by  CPT  code  31620,  we  stated 
in  the  proposed  rule  that  we  believe  that 
our  proposal  to  package  payment  for 
CPT  code  31627  would  be  consistent 
with  the  packaging  approach  that  we 
have  adopted  in  recent  years.  As  we 
have  stated  in  past  rules  with  regard  to 
EBUS,  we  also  fully  expected  that,  to 
the  extent  these  services  are  billed 
appropriately,  payment  for  the  primary 
service  would  reflect  the  cost  of  the 
packaged  ENB  procedure.  For  example. 


in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68584),  we 
discussed  packaging  of  CPT  code  31620; 
we  state  that  we  observed  increased 
packaged  costs  associated  with  the 
services  into  which  CPT  code  31620  had 
been  packaged,  which  increased  the 
APC  payment  rates  for  bronchoscopy 
procedures. 

In  summary,  we  stated  in  the 
proposed  rule  that  we  continued  to 
believe  that  CPT  code  31627  describes 
a  procedure  that  is  ancillary  to  and 
supportive  of  the  primary  service  with 
which  it  is  often  billed.  Therefore,  in  the 
CY  2011  OPPS/ASC  proposed  rule,  for 
CY  2011,  we  proposed  to  maintain  CPT 
code  31627  as  a  packaged  service. 

The  APC  Panel  at  its  August  23-24, 
2010  meeting  heard  presentations  from 
the  public  and  discussed  whether  ENB 
should  remain  packaged  for  CY  2011. 

We  discuss  the  public  comments  we 
received  and  the  Panel 
recommendation,  and  provide  our 
response  to  the  public  comments  on 
ENB,  in  section  II.A.3.b.(2)  of  this  final 
rule  with  comment  period. 

Recommendation  2 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46223),  we  stated  that  we 
did  not  accept  the  APC  Panel’s 
recommendation  that  CMS  make  CPT 
code  96368  and  CPT  code  96376 
separately  payable  for  the  CY  2011 
OPPS.  We  consider  a  variety  of  factors 
in  making  a  decision  whether  to 
package  a  service  or  pay  for  it 
separately,  including  whether  the 
service  is  normally  provided  separately 
or  in  conjunction  with  other  services 
and  how  likely  it  is  for  the  costs  of  the 
packaged  code  to  be  appropriately 
mapped  to  the  separately  payable  codes 
with  which  it  was  performed.  In  the 
proposed  rule,  we  stated  that  CPT  codes 
93676  and  96368  describe  concurrent 
and  sequential  services  that  have  always 
been  packaged  under  the  OPPS.  We 
stated  that  from  the  inception  of  the 
OPPS  through  CY  2006,  we  paid  for 
drug  administration  under  the  OPPS. 
using  HCPCS  alphanumeric  codes  that 
packaged  payment  for  concurrent 
infusions  and  administration  of  new 
drugs  into  the  payment  for  the 
alphanumeric  codes  for  drug 
administration.  In  CY  2007,  we  adopted 
CPT  codes  for  drug  administration 
services.  The  CY  2007  CPT  codes  did 
not  separately  recognize  administration 
of  new  drugs  during  the  same  encounter 
with  a  separate  CPT  code.  Therefore, 
administration  of  a  new  drug  continued 
to  be  packaged  into  payment  for  the 
service  of  which  it  was  a  part.  Moreover, 
for  CY  2007,  CPT  code  90768 
(Intravenous  infusion,  for  therapy. 


prophylaxis,  or  diagnosis;  concurrent 
infusion),  which  was  replaced  by  CPT 
code  96368,  was  packaged  under  the 
OPPS,  continuing  the  longstanding 
practice  of  not  making  separate  payment 
for  concurrent  infusion.  We  also  pointed 
out  that,  during  our  implementation  of 
this  new  CPT  code,  while  it  was  new  for 
CY  2007,  it  represented  the  same 
procedures  as  described  by  the  previous 
drug  administration  HCPCS  code  set, 
and,  as  a  result,  the  payment  data  for 
these  procedures  would  be  captured, in 
the  claims  that  were  available  to  us  for 
ratesetting  purposes. 

.  Similarly,  CPT  codes  96368  and 
96376,  which  were  created  by  CPT  in 
2008,  are  replacement  codes  for  thpse 
same  procedures  that  were  described  by 
the  previous  drug  administration  code 
sets  and  their  associated  data  would  be 
captured  in  our  claims  database.  We 
proposed  that  the  costs  for  these 
services,  concurrent  infusion  and 
additional  push  of  the  same  drug,  would 
continue  to  be  packaged  into  payment 
for  the  drug  administration  codes  with 
which  they  are  reported.  In  the 
proposed  rule,  we  indicated  that  we 
considered  a  variety  of  factors, 
including  whether  the  service  is 
normally  provided  separately  or  in 
conjunction  with  other  services.  CPT 
codes  96368  and  96376  describe 
concurrent  and  sequential  drug 
administration  services  that,  in 
accordance  with  CPT  guidelines,  are 
always  provided  in  association  with  an 
initial  drug  administration  service. 
Therefore,  we  indicated  that  we  believe 
that  they  continue  to  be  appropriately 
packaged  into  the  payment  for  the 
separately  payable  services  that  they 
usually  accompany.  For  example,  CPT 
code  96376  would  be  billed  with  CPT 
code  96374  (Therapeutic,  prophylactic, 
or  diagnostic  injection;  intravenous 
push,  single  or  initial  substance/drug), 
which  describes  an  initial  intravenous 
push  code  and,  as  a  result,  the  cost  for 
CPT  code  96376  would  be  reflected  in 
the  total  cost  for  CPT  code  96374. 
Moreover,  we  said  that  payment  for 
these  services  has  always  been  packaged 
into  payment  for  the  drug 
administration  services  without  which 
they  cannot  be  correctly  reported. 

In  the  proposed  rule,  we  stated  that 
these  two  codes  each  describe  services 
that,  by  definition,  are  always  provided 
in  conjunction  with  an  initial  drug 
administration  code  and  that  we 
believed  that  these  services  have  been 
packaged  since  the  inception  of  the 
OPPS.  We  further  stated  that  we 
continued  to  believe  that  they  are 
appropriately  packaged  into  the 
payment  for  the  separately  payable 
services  without  which,  under  CPT 
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guidelines  and  definition,  they  cannot 
be  appropriately  reported.  Therefore,  for 
CY  2011,  we  proposed  to  continue  our 
established  policy  of  making  packaged  . 
payment  for  CPT  code  96368  and  CPT 
code  96376,  and  we  proposed  to  assign 
them  a  status  indicator  of  “N.” 

Comment:  Commenters  objected  to 
CMS’  proposal  to  package  payment  for 
CPT  codes  96376  and  96368  into 
payment  for  the  services  with  which 
they  are  furnished.  The  commenters 
believed  that  the  resources  associated 
with  CPT  code  96376  are  similar  to 
those  associated  with  CPT  code  96374 
(Therapeutic,  prophylactic,  or 
diagnostic  injection  (specify  substance 
or  drug):  intravenous  push,  single  or 
initial  substance/drug)  (status  indicator 
“S”).  They  also  believed  that  while  the 
resources  associated  with  CPT  code 
96368  somewhat  resemble  the  resources 
associated  with  CPT  code  96366 
(Intravenous  infusion,  for  therapy, 
prophylaxis,  or  diagnosis  (specify 
substance  or  drug);  each  additional  hour 
(List  separately  in  addition  to  code  for 
primary  procedure)  (status  indicator 
“S”),  they  are  more  similar  to  the 
services  described  by  CPT  code  96375 
(Therapeutic,  prophylactic,  or 
diagnostic  injection  (specify  substance 
or  drug);  each  additional  sequential 
intravenous  push  of  a  new  substance/ 
drug  (List  separately  in  additicui  to  code 
for  primary  procedure)  (status  indicator 
“S”).  The  commenters  believed  that  the 
fact  that  CPT  codes  96376  and  96368  are 
add-on  codes  does  not  preclude  them 
from  being  separately  paid. 

Several  commenters  disagreed  with 
CMS’  statement  that  these  services  have 
been  packaged  since  the  inception  of  the 
OPPS.  They  stated  that  hospitals 
formerly  used  a  single  CPT  code  for 
reporting  IV  push  administrations,  CPT 
code  90784.  They  further  stated  that  this 
code  was  reported  and  paid  separately 
for  each  and  every  IV  push  of  either  the 
same  or  different  medications.  The 
commenters  indicated  that  when  the 
CPT  coding  system  changed,  the 
payment  for  the  “initial”  successor  CPT 
code  (90774  [now  96374])  remained 
virtually  identical  to  the  rate  for  the 
previous  code.  Similarly,  they  indicated 
that  services  now  reported  with  CPT 
code  96368  were  historically  reported 
under  CPT  codes  90780  and  90781  and 
received  separate  payment. 

Response:  As  we  discussed  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66787  through 
66788)  and  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68674),  in  deciding  whether  to  package 
a  service  or  pay  for  it  separately,  we 
consider  a  variety  of  factors,  including 
whether  the  service  is  normally 


provided  separately  or  in  conjunction 
with  other  services;  how  likely  it  i.-  for 
the  costs  of  the  packaged  code  to  be 
appropriately  mapped  to  the  separately 
payable  codes  with  which  it  was 
performed;  and  whether  the  expected 
cost  of  the  service  is  relatively  low.  CPT 
codes  96376  and  96368,  by  definition, 
are  always  provided  in  association  with 
other  drug  administration  services  and 
the  costs  of  these  services  are  highly 
likely  to  be  mapped  to  the  separately 
paid  codes  with  which  they  are 
performed  and  reported.  For  these 
reasons,  we  continue  to  believe  that 
they  are  most  appropriately  packaged 
under  the  OPPS.  Therefore,  we  are  not 
accepting  the  APC  Panel’s 
recommendation  to  pay  them 
separately. 

Furthermore,  we  do  not  agree  with  the 
commenters  that  the  services  described 
by  CPT  code  96376  are  similar  to  those 
described  by  CPT  code  96374.  CPT  code 

96374  is  an  initial  intravenous  push 
code,  and,  per  CPT  instructions,  special 
billing  guidelines  apply.  Commonly, 
this  service  requires  the  initial 
establishment  of  intravenous  access  in  a 
patient,  a  resource-intensive  task 
performed  by  hospital  staff  using  special 
supplies.  In  contrast,  CPT  code  96376  is 
an  add-on  code  and  is  reported  for  each 
additional  sequential  intravenous  push 
of  the  same  substance/drug.  In  the  case 
of  this  sequential  service,  the  patient 
already  has  established  intravenous 
access,  so  we  would  expect  the  service 
to  require  fewer  hospital  resources.  In 
addition,  we  do  not  agree  with 
commenters  that  the  services  described 
by  CPT  code  96368  are  similar  to  those 
described  by  CPT  code  96375.  CPT  code 
96368  describes  a  concurrent 
intravenous  infusion  while  CPT  code 

96375  describes  a  sequential 
intravenous  push,  and  we  would  expect 
these  services  to  require  different 
hospital  resources  because  the  services 
require  different  medical  supplies, 
require  different  nursing  skills,  and 
require  different  amounts  of  staff  time. 

With  regard  to  the  comment  that  the 
predecessor  codes  were  separately 
payable  until  CY  2008  under  the  OPPS, 
we  acknowledge  that  CPT  code  90784 
(Therapeutic,  prophylactic  or  diagnostic 
injection  (specify  material  injected: 
intravenous)  was  separately  paid  from 
the  inception  of  the  OPPS  until  its 
deletion,  which  was  effective  December 
31,  2005,  and  might  have  been  reported 
for  an  additional  sequential  intravenous 
push  of  the  same  substance,  although 
the  code  was  not  defined  as  being  for  an 
additional  sequential  push.  Similarly, 
CPT  code  C8952  (Therapeutic, 
prophylactic  or  diagnostic  injection: 
intravenous  push  of  each  new 


substance/drug),-  which  was  effective 
january  1,  2006,  and  was  deleted 
effective  December  31,  2006,  also  was 
separately  paid  during  the  period  that  it 
was  effective  and  might  also  have  been 
reported  for  an  additional  sequential 
intravenous  push  of  the  same  substance, 
although  the  code  was  not  defined  as 
being  for  an  additional  sequential  push. 
CPT  code  90776  (Therapeutic, 
prophylactic  or  diagnostic  injection 
(specify  substance  or  drug);  each 
additional  sequential  intravenous  push 
of  the  same  substance/drug  provided  in 
a  facility  (list  separately  in  addition  to 
code  for  primary  procedure)),  which 
was  effective  January  1,  2008,  and 
deleted  effective  December  31,  2008,  is 
the  first  code  to  specify  that  the  service 
is  an  additional  sequential  intravenous 
push  of  the  same  substance/drug  and 
CPT  code  90776  was  packaged.  Hence, 
before  the  creation  of  CPT  code  90776, 
no  code  existed  to  specifically  report  an 
additional  sequential  intravenous  push 
of  the  same  substance:  therefore,  when 
the  incidental  service  was  furnished, 
there  was  no  separate  payment 
specifically  for  this  service.  We  believe 
tbat  hospital  charges  for  the  separately 
payable  codes  for  the  initial 
administration  would  have  included  a 
charge  for  this  service,  and  therefore, 
the  payment  for  it  would  have  been 
packaged  into  payment  for  the 
separately  paid  code  for  the  initial 
administration  service.  However,  we 
acknowledge  that  it  is  possible  that 
hospitals  reported  the  service  using 
separately  paid  codes  that  were  not 
defined  to  be  an  additional  sequential 
intravenous  push  of  the  same  substance, 
in  which  case  we  would  have  paid  for 
the  service  under  the  code  that  was 
reported.  When  CPT  code  96376,  which 
replaces  CPT  code  90776,  was  created 
effective  January  1,  2009,  we  assigned  it 
the  packaged  status  of  its  predecessor^ 
code,  CPT  code  90776.  For  the  reasons 
we  articulate  above,  we  disagree  with 
the  commenter  that  predecessor  codes 
were  separately  payable  and  continue  to 
believe  that  we  should  continue  our 
policy  of  packaging  the  payment  for  the 
service  reported  by  this  code. 

With  respect  to  CPT  code  96368,  we 
disagree  with  the  commenters  that  the 
service  has  been  paid  separately  since 
the  inception  of  the  OPPS.  CPT  code 
96368  was  made  effective  January  1, 
2009,  and  for  CYs  2009  and  2010,  we 
assigned  this  code  to  status  indicator 
“N”  to  indicate  that  it  is  a  packaged  code 
under  the  OPPS.  Prior  to  200‘9,  CPT 
code  96368  was  described  by  its 
predecessor  CPT  code  90768 
((Intravenous  infusion,  for  therapy, 
prophylaxis,  or  diagnosis  (specify 
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substance  or  drug);  concurrent 
infusion),  which  was  also  assigned  to 
status  indicator  “N”  from  January  1 , 

2006  through  December  30,  2008.  Prior 
to  January  2006,  there  was  no  specific 
code  that  accurately  described  this 
service,  and  as  a  result,  payment  for  this 
service  was  packaged.  Therefore,  we  do 
not  believe  that  we  have  paid  separately 
in  the  past  for  concurrent  intravenous 
inhesions  for  therapeutic,  prophylaxis, 
or  diagnostic  purposes  under  the  OPPS. 

After  consideration  of  the  APC  Panel’s 
recommendation  and  the  public 
comments  that  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  continue  to' 
assign  HCPCS  codes  96368  and  96376  to 
status  indicator  “N”  to  indicate  that 
payment  for  these  codes  is  packaged 
into  the  payment  for  the  primary  service 
with  which  they  are  reported. 

Recommendation  3 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46224),  we  indicated  that- we 
were  not  accepting  the  APC  Panel’s- 
recommendation  that  we  propose  to 
conditionally  package  CPT  codes  19290 
{Preoperative  placement  of  needle 
localization  wire,  breast),  19291 
(Preoperative  placement  of  needle 
localization  wire,  breast;  each  additional 
lesion  (List  separately  in  addition  to 
code  for  primary  procedure)),  19295 
(Image  guided  placement,  metallic 
localization  clip,  percutaneous,  during 
breast  biopsy/aspiration  (List  separately 
in  addition  to  code  for  primary 
procedure)),  77031  (.Stereotactic 
localization  guidance  for  breast  biopsy 
or  needle  placement  (e.g.,  for  wire 
localization  or  for  injection)),  each 
lesion,  radiological  supervision  and 
interpretation),  77032  (Mammographic 
guidance  for  needle  placement,  breast 
(e.g.,  for  wire  localization  or  for 
injection),  each  lesion,  radiological 
supervision  and  interpretation),  and 
76942  (Ultrasonic  guidance  for  needle 
placement  (e.g.,  biopsy,  aspiration, 
injection,  localization  device),  imaging 
supervision  and  interpretation).  During 
the  APC  Panel’s  February  2010  meeting, 
we  shared  with  the  Packaging 
Subcommittee  our  most  recent  claims 
data  for  the  guidance  procedures  that 
would  accompany  breast  needle 
placement,  demonstrating  that,  for  some 
of  these  services,  the  code  was  billed  by 
itself  up  to  25  percent  of  the  time.  While 
the  Packaging  Subcommittee  broadly 
discussed  clinical  scenarios  in  which 
these  services  may  he  billed  separately, 
it  remains  unclear  to  us  why  these 
services  are  being  performed  separately 
and  whether  they  should  be  paid 
separately.  We  believe  that  these 
services  typically  are  performed  in 


conjunction  wdth  surgical  procedures  ■ 
involving  the  breast  and,  therefore,  are 
appropriately  packaged.  Therefore,  we 
indicated  that  we  were  not  accepting  the 
APC  Panel’s  recommendation  that  w'e 
conditionally  package  payment  for  these 
guidance  procedures  when  they  are 
performed  separately. 

For  CY  2011,  we  proposed  to 
maintain  the  unconditional  packaged 
payment  status  for  these  procedures. 
Specifically,  we  proposed  to  package 
payment,  indicated  by  a  status  indicator 
of  “N,”  for  CPT  codes'l9290.  19291 , 
19295,  77031,  77032,  and  76942,  into 
the  primary  modality  with  which  they 
would  be  appropriately  billed.  Howev  er, 
observing  such  a  sizable  percentage  of 
services  that  are  the  only  service 
appearing  on  a  claim  for  a  packaged 
item,  especially  when  these  services  do 
not  receive  separate  payment,  led  us  to 
encourage  the  public  to  submit  any 
clinical  scenarios  in  their  public 
comments  involving  these  services  that 
show  the  circumstances  under  which 
these  services  may  be  appropriately 
billed  without  a  primary  procedure  that 
is  furnished  on  the  same  date. 

Comment:  Commenters  asked  that 
CMS  accept  the  APC  Panel’s  February 
2010  recommendation  to  conditionally 
package  the  placement  of  needle 
localization  wires  and  the  supporting 
pfbeedures.  Specifically,  they  asked  that 
CMS  permit  CPT  codes  19290,  19291, 
19295,  77031,  77032,  and  76942  to  be 
paid  when  they  are  not  furnished  with 
a  service  to  which  we  have  assigned  a 
payable  status  indicator  (for  example, 
“S,”  “T,”  “V.”  and  “X”). 

Commenters  noted  that  CMS  has 
found  that  these  services  are  furnished 
without  a  base  procedure  approximately 
25  percent  of  the  time.  They  indicated 
that  they  believed  that  this  occurs 
because  the  patient  is  taken  to  a 
freestanding  radiology  center  or  ASC 
(which  may  or  may  not  be  located  on 
the  hospital  campus)  with  which  the 
hospital  has  a  collaborative  arrangement 
for  the  non-hospital  entity  to  perform 
the  base  prpeedure  and  that  therefore 
the  hospital  does  not  bill  for  the  base 
procedure.  The  commenters  believed 
that  the  hospitals  should  be  paid  for  the 
service  that  they  furnish  in  these 
circumstances  and,  therefore,  CMS 
should  change  the  status  of  the 
procedure  to  conditionally  packaged. 

Commenters  indicated  that  it  is 
becoming  increasingly  common  for  a 
patient  to  have  a  radiographic  marker 
(not  a  wire  exiting  the  skin,  which  has 
the  potential  for  bleeding  and  infection) 
on  one  day,  and  to  have  a  stereotactic 
or  ultrasound  wire  localization  breast 
biopsy  on  a  different  day.  This 
technique  permits  intraoperative  x-ray 


verification  that  the  Mkl  targeted  lesion 
has  been  removed.  The  commenters 
indicated  that  this  is  becoming 
increasingly  common  with  the  growing 
use  of  breast  MRI.  They  stated  that,  in 
addition,  some  patients  undergo  image- 
guided  percutaneous  placement  of  a 
radioactive  pellet  which  is  identified 
days  later  at  the  time  of  surgery  using 
an  intraoperative  hand  held  gamma 
probe.  Some  surgeon  and  radiology 
groups  have  found  that  this  separation 
of  placement  of  localization  “wire”  from 
the  surgical  procedure  has  facilitated 
scheduling  so  that  any  difficulties  or 
delays  in  the  localfzation  do  not 
translate  into  delay  in  the  operating 
room.  Moreover,  they  stated  that  some 
patients  with  locally  advanced  hreast 
cancer  benefit  from  placement  of 
multiple  radiographic  markers  around 
the  tumor  prior  to  initiating  neoadjuvant 
chemotherapy  because  tbe  newer 
chemotherapy  regimens  have  become  so 
effective  at  shrinking  aggressive  locally 
advanced  breast  cancers  that  surgeons 
are  faced  with  performing  lumpectomies 
on  patients -with  no  clinically  or 
radiographically  detectable  breast 
cancer.  The  commenters  stated  further 
that  while,  in  many  cases,  residual 
calcifications  combined  with  the  initial 
marker  placed  at  the  time  of  the  needle 
biopsy  are  sufficient  for  localization,  in 
some  cases,  it  is  necessary  to  delineate 
tbe  extent  of  the  primary  tumor  using 
several  percutaneously  placed  markers. 
The  commenters  indicated  that,  in  these 
cases,  the  markers  are  placed  after  the 
initial  breast  biopsy  but  months  before 
the  patient’s  definitive  surgery. 

Response:  After  further  analysis,  we 
agree  that  it  is  appropriate  to  pay 
separately  for  the  placement  of  CPT 
code  19295  (Image  guided  placement, 
metallic  localization  clip,  percutaneous, 
during  breast  biopsy/aspiration  (List 
separately  in  addition  to  code  for 
primary  procedure))  when  it  is  not 
reported  on  a  claim  with  any  other 
separately  paid  procedure  with  a  status 
indicator  of  “S,”  “T,”  “V,”  or  “X.”  This 
makes  CPT  code  19295  an  “STVX- 
packaged  code.”  As  already  discussed, 
an  “STVX-packaged  code”  describes  a 
HCPCS  code  whose  payment  is 
packaged  when  one  or  more  separately 
paid  primary  services  with  the  status 
indicator  of  “S,”  “T,”  “V,”  or  “X”  are 
furnished  in  the  hospital  outpatient 
encounter.  We  are  convinced  by  the 
clinical  scenarios  provided  by  the 
commenter  that  it  is  appropriate  for  a 
metallic  localization  clip  to  be  inserted 
at  some  point  significantly  prior  to  the 
procedure  for  which  the  localization  is 
needed.  Therefore,  separate  payment  for 
the  performance  of  the  procedure 
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described  by  CPT  code  19295  will  be 
made  in  those  circumstances  when  the 
hospital  does  not  report  another 
separately  paid  procedure  with  a  status 
indicator  of  “S,”  “T,”  “V,”  or  “X”  on  the 
same  claim.  CPT  code  19295  is  used  to 
report  the  placement  of  a  radiographic 
marker  (not  a  wire  exiting  the  skin, 
which  has  the  potential  for  bleeding  and 
infection). 

However,  we  continue  to  believe  that 
it  remains  appropriate  to  package 
pavment  for  CPT  codes  19290,  19291, 
77031,  77032, and  76942  into  the 
payment  for  the  procedures  of  which 
these  services  are  a  part.  CPT  codes 
19290  and  19291  may  be  used  to  report 
the  placement  of  external  wires,  which, 
the  commenters  note,  carry  a  risk  of 
bleeding  and  infection,  and,  therefore, 
they  are  not  appropriately  performed  on 
a  different  date  than  the  primary 
procedure  of  which  they  are  a  part.  With 
regard  to  CPT  code  76942,  the  clinical 
scenario  the  commenters  presented  does 
not  apply  to  this  code,  and  the 
commenters  did  not  present  an 
additional  clinical  scenario  to  support 
the  need  to  pay  separately  for  this 
service.  In  addition,  while  hospitals 
reported  CPT  codes  77031  and  77032  on 
claims  without  any  other  procedure 
with  a  status  indicator  of  “S,”  “T,”  “V,” 
or  “X”  approximately  21  percent  and  20 
percent  of  time,  respectively,  the 
definitions  of  the  codes  do  not  fit  the 
clinical  scenarios  for  which  the 
commenters  presented  convincing 
arguments,  and  the  commenters 
presented  no  additional  clinical 
scenarios  that  supported  separate 
payment  for  these  codes.  For  these 
reasons,  we  believe  that  it  is 
inappropriate  to  make  separate  payment 
that  may  encourage  hospitals  to  furnish 
CPT  codes  19290, 19291,  77031,  77032, 
and  76942  without  also  providing  the 
primary'  ser\'ice. 

After  considering  the  APC  Panel’s 
recommendation  and  the  public 
comments  we  received  on  this  issue,  we 
believe  that  it  is  appropriate  to  pay 
separately  for  CPT  code  19295  when  it 
is  not  furnished  on  the  same  date  as  a 
procedure  that  is  separately  paid  and, 
therefore,  we  have  assigned  it  a  status 
indicator  of  “Ql”  (packaged  when 
reported  with  a  procedure  with  a  status 
indicator  of  “S,”  “T,”  “V,”  or  “X”; 
otherwise  separately  paid),  and  have 
assigned  CPT  code  19295  to  APC  0340 
(Minor  Ancillary  Procedures),  for  which 
the  median  cost  for  CY  2011  is  S48.72. 
We  chose  APC  0340  because,  in  the 
absence  of  cost  data  for  the  service  for 
CY  2011,  we  believe  that  the  resources 
required  to  furnish  the  service  are  most 
similar  to  the  resources  required  to 
furnish  other  separately  paid  minor 


ancillary  services.  However,  we 
continue  to  believe  that  payment  for 
CPT  codes  19290, 19291,  77031,  77032, 
and  76942  should  be  made  as  part  of  the 
payment  for  the  procedures  with  which 
these  codes  are  reported  and,  therefore, 
for  CY  2011,  we  are  retaining  the  status 
indicator  of  “N”  for  these  codes. 

Recommendation  4 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46224),  we  indicated  that  we 
were  accepting  the  APC  Panel’s 
Recommendation  to  continue  to 
encourage  submission  of  common 
clinical  scenarios  involving  currently 
packaged  HCPCS  codes  to  the  Packaging 
Subcommittee  for  its  ongoing  review. 

We  also  encouraged  recommendations 
from  the  public  on  specific  services  or 
procedures  whose  payment  would  be 
most  appropriately  packaged  under  the 
OPPS.  Additional  detailed  suggestions 
for  the  Packaging  Subcommittee  could 
be  submitted  by  e-mail  to 
APCPaneI@cms.hhs.gov  with  Packaging 
Subcommittee  in  the  subject  line. 

Recommendation  5 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46224),  we  incKcated  that  we 
were  accepting  the  APC  Panel’s, 
recommendation  that  CMS  provide 
information  to  the  APC  Panel  on  the 
impact  of  the  creation  of  the  imaging  ' 
composite  APCs  on  services  to 
beneficiaries.  We  will  present 
information  on  the  impact  of  the 
imaging  composites  to  the  APC  Panel  at 
its  winter  CY  2011  meeting.  Information 
on  the  impact  of  the  creation  of  the 
imaging  composites  and  our  proposal 
with  regard  to  the  imaging  composite 
APCs  was  discussed  in  detail  in  section 
II.A.2.e.(5)  of  the  proposed  rule.  Our 
discussion  of  the  imaging  composite 
APCs  is  contained  in  section  II.A.2.e.(5) 
of  this  final  rule  with  public  comment 
period. 

Recommendation  6 

The  Packaging  Subcommittee  of  the 
APC  Panel  was  established  to  review 
packaging  issues.  In  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46224),  we 
indicated  that  we  were  accepting  the 
APC  Panel’s  recommendation  that  the 
Packaging  Subcommittee  remain  active 
until  the  next  APC  Panel  meeting.  That 
meeting  occurred  on  August  23-24, 
2010,  and  resulted  in  a  recommendation 
to  broaden  the  function  of  the  Packaging 
Subcommittee  and  revise  its  name  to 
Subcommittee  for  APC  Groups  and 
Status  Indicator  (SI)  Assignments.  We 
refer  readers  to  our  discussion  of 
Recommendation  4  in  section 
II.A.3.b.(2)  of  this  final  rule  with 
comment  period. 


(3)  Packaged  Services  Addressed  by 
the  August  2010  APC  Panel 
Recommendations  and  Other  Issues 
Raised  in  Public  Comments 

The  APC  Panel  met  again  on  August 
23-24,  2010  to  hear  public  presentations 
on  the  proposals  set  forth  in  the  CY 
2011  OPPS/ASC  proposed  rule.  The 
APC  Panel’s  Packaging  Subcommittee 
reviewed  the  packaging  status  of  several  ■ 
CPT  codes  and  reported  its  findings  to 
the  APC  Panel.  The  full  report  of  the 
August  23-24,  2010  APC  Panel  meeting 
can  be  found  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/FACA/05_ 

A  d  visoryPanelonA  mbula  toryPaymen  t 
ClassificationGwups.asp.  The  APC 
Panel  accepted  the  report  of  the 
Packaging  Subcommittee,  heard  several 
presentations  related  to  packaged 
services,  discussed  the  deliberations  of 
the  Packaging  Subcommittee,  and  made 
the  following  eight  recommendations: 

1.  The  Panel  recommends  that 
Current  Procedural  Terminology  (CPT) 
code  31627,  Bronchoscopy,  rigid  or 
flexible,  including  fluoroscopic 
guidance,  when  performed;  with 
computer-assisted,  image-guided 
navigation  (List  separately  in  addition  to 
code  for  primary  procedure[s]),  continue 
to  be  assigned  a  status  indicator  of  “N.” 

2.  The  Panel' recommends  that  CMS 
provide  claims  data  at  the  Panel’s 
winter  2012  meeting  about  CPT  code 
31627,  Bronchoscopy,  rigid  or  flexible, 
including  fluoroscopic  guidance,  when 
performed;  with  computer-assisted, 
image-guided  navigation  (List  separately 
in  addition  to  code  for  primary 
procedurelsj),  for  the  Panel’s 
consideration. 

3.  The  Panel  recommends  that  CMS 
assign  CPT  0191T,  Insertion  of  anterior 
segment  aqueous  drainage  device, 
without  extraocular  reservoir;  internal 
approach,  to  APC  0673,  Level  V 
Anterior  Segment  Eye  Procedures,  on 
the  basis  of  its  clinical  similarity  with 
both  CPT  0192T,  Insertion  of  anterior 
segment  aqueous  drainage  device, 
without  extraocular  reservoir;  external 
approach,  and  HCPCS  code  66180, 
Aqueous  shunt  to  extraocular  reservoir 
(e.g.,  Molteno,  Schocket,  Denver- 
Krupin). 

4.  The  Panel  recommends  that  the 
Packaging  Subcommittee  be  renamed 
the  Subcommittee  for  APC  Groups  and 
Status  Indicator  (SI)  Assignments. 

5.  The  Panel  requests  that  CMS 
provide  data  for  all  unconditionally 
packaged  items  and  services  that  appear 
by  themselves  on  separate  bills  in 
outpatient  claims  data  to  the 
Subcommittee  for  APC  Groups  and  SI 
Assignments. 

6.  The  Panel  encourages  the  public  to 
submit  common  clinical  scenarios 
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involving  currently  packaged  HCPCS  • 
codes  and  recommendations  of  specific 
services  or  procedures  for  which 
payment  would  be  most  appropriately 
packaged  under  the  Outpatient 
Prospective  Payment  System  (OPPS)  for' 
review  by  the  Subcommittee  for  APC 
Groups  and  Status  Indicator  (SI) 
Assignments. 

7.  The  Panel  recommends  that  Judith 
Kelly,  R.H.I.T.,  R.H.I.A.,  C.C.S.,  be 
named  chair  of  the  Subcommittee  for 
APC  Groups  and  SI  Assignments. 

The  Panel  recommends  that  the 
work  of  the  Subcommittee  for  APC 
Groups  and  Status  Indicator  (SI) 
Assignments  continue. 

Our  response  to  the  APC  Panel’s 
recommendations  resulting  from  its 
August  23-24,  2010  public  meeting,  a 
summary  of  the  public  comments  we 
received  on  the  proposed  rule  for 
related  topics,  and  our  responses  to 
those  public  comments  follow: 

Recommendation  1 — ^^Packaged  Status  of 
CPT  Code  31627  (Electromagnetic 
Navigational  Bronchoscopy  (ENB)) 

Comment:  Commenters  asked  that 
CMS  pay  separately  for  ENB  and  that 
CMS  assign  it  to  APC  0415  with  a  status 
indicator  of  “T”.  Another  commenter 
asked  that  CMS  create  a  composite  APC 
for  ENB  that  would  establish  a  separate 
payment  when  ENB  is  performed  on  the 
same  date  as  CPT  codes  31625 
(Bronchoscopy,  rigid  or  flexible, 
including  fluoroscopic  guidance,  when 
performed;  with  bronchial  or 
endobronchial  biopsy (s),  single  or 
multiple  sites),  31626  (Bronchoscopy, 
rigid  or  flexible,  including  fluoroscopic 
guidance,  when  performed;  with 
placement  of  fiducial  markers,  single  or 
multiple),  31628  (Bronchoscopy,  rigid 
or  flexible,  including.fluoroscopic 
guidance,  when  performed;  with 
transbronchial  lung  biopsy(s),  single 
lobe),  or  31629  (Bronchoscopy,  rigid  or 
flexible,  including  fluoroscopic  ' 
guidance,  when  performed;  with 
transbronchial  needle  aspiration 
biopsy(s),  trachea,  main  stem  and/or 
lobar  bronchus(i)).  The  commenters 
believed  that  such  a  composite  APC 
would  ensure  that  the  payment  would 
include  the  full  costs  of  the 
bronchoscopy  and  the  service  described 
by  CPT  code  31627. 

One  commenter  stated  that  it  is 
inconsistent  for  CMS  to  package 
payment  for  ENB  when  CMS  pays 
separately  for  services  that  are  very 
similar.  'The  commenter  described  in 
detail  how  ENB  is  most  clinically 
similar  to  CPT  code  31636 
(Bronchoscopy,  rigid  or  flexible, 
including  fluoroscopic  guidance,  when 
performed;  with  placement  of  bronchial 


stent(s)  (includes  tracheal/bronchial 
dilation  as  required),  initial  bronchus), 
which  is  separately  paid  under  the 
OPPS.  The  commenter  further  stated 
that  both  procedures  use  a  computer  for 
registration  and  use  a  bronchoscope  to 
facilitate  access  for  either  a  guide  wire 
or  catheter.  In  both  procedures,  once  the 
guide  wire  or  catheter  is  in  place,  then 
either  a  stent  or  a  fiducial  marker  is 
placed.  In  addition,  the  commenter 
noted  that  CPT  code  19103  (Biopsy  of 
breast;  percutaneous,  automated 
vacuum  assisted  or  rotating  biopsy 
device,  using  imaging  guidance)  is  not 
packaged,  notwithstanding  that  it  uses 
imaging  to  guide  the  needle  to  the  lesion 
for  biopsy  and  is  similar  to  ENB  where 
the  previously  obtained  CT  scan  is  used 
to  plan  the  pathway  to  the  lung  lesion 
and  then  the  ENB  catheter  is  used  to 
reach  the  lesion  for  biopsy.  The 
commenter  stated  that  ENB  is  different, 
from  the  other  computer-assisted 
navigational  procedures  that  CMS  has 
packaged  because,  for  example,  those 
procedures  use  a  computer  only  to  assist 
with  coordinate  determination  (for 
example,  CPT  61795  (Stereotactic 
computer-assisted  volumetric 
(navigational)  procedure,  intracranial, 
extracranial,  or  spinal  (List  separately  in 
addition  to  code  for  primary  procedure)) 
or  anatomy  determination  (for  example, 
CPT  code  20985  (Computer-assisted 
surgical  navigational  procedure  for 
musculoskeletal  procedures,  image-less 
(List  separately  in  addition  to  code  for 
primary  procedure))  but  do  not  describe 
the  steering  of  a  catheter  through  an 
airway  of  the  lung  for  the  purpose  of  a 
biopsy  or  treatment.  The  commenter 
disagreed  with  the  APC  Panel  that  CPT 
code  31620  (Endobronchial  ultrasound 
(EBUS)  during  bronchoscopic  diagnostic 
or  therapeutic  intervention(s)  (List 
separately  in  addition  to  code  for 
primary  procedure))  is  a  comparable 
procedure  because  they  stated  that  ENB, 
unlike  EBUS,  does  not  produce  an 
image,  is  not  an  ancillary  procedure  and 
does  not  enable  a  biopsy  or  placement 
of  a  marker  for  radiation  therapy.  The 
commenter  believed  that  the  definition 
of  CPT  code  31627  as  an  add-on  code 
that  can  only  be  correctly  reported  with 
a  primary  procedure,  does  not  justify 
packaging  payment  for  the  code  into  the 
payment  for  the  primary  procedure  with 
which  it  is  furnished  because  CMS 
routinely  pays  separately  for  add-on 
codes. 

Several  commenters  noted  that 
physicians  are  reimbursed  for  both  the 
bronchoscopy  and  CPT  code  31627 
when  they  perform  both  and  that  several 
physician  organizations  support  that 
separate  payment  should  be  made  for 


CPT  code  31627.  Commenters  also 
disagreed  that  payment  for  the  primary 
service  would  reflect  the  cost  of  the 
packaged  ENB  procedure  because  they 
believed  that  a  study  performed  in  2005 
found  the  cost  of  ENB  to  be 
approximately  $2,700  but  the  payment 
for  bronchoscopy  is  much  less  than 
$2,700.  Other  commenters  believed  that 
packaging  ENB  violates  the  2  times  rule 
because  CMS  proposed  to  package  ENB 
under  a  standard  bronchoscopy 
procedure  which  is  reimbursed  under 
APC  0076  with  a  proposed  payment  of 
$719.84,  although  they  believed  that 
ENB  costs  $2,875.50,  which  is  more 
than  two  times  the  highest  median  in 
APC  0076  (CPT  code  31899  (Unlisted 
procedure,  trachea,  bronchi)  at 
$1,247.56).  In  addition,  the  commenter 
stated  that  all  Medicare  Administrative 
Contractor  medical  directors  are 
covering  and  making  payment  for  ENB. 

In  addition,  the  commenters  stated  that 
Administrative  Law  Judges  have,  on 
multiple  occasions,  overturned  denials 
of  separate  payment  for  ENB  and  have 
ordered  CMS  to  pay  for  ENB  in  addition 
to  standard' bronchoscopy.  Ih  addition, 
the  commenter  stated  that  all  Medicare 
Administrative  Contractor  (MAC) 
Medicare  Directors  are  covering  and 
making  payment  for  ENB. 

Response:  Yot  the  CY  2011  OPPS,  we 
proposed  to  continue  to  package  the 
payment  for  ENB  into  the  payment  for 
the  bronchoscopy  to  which  we  believe 
that  it  is  ancillary  and  supportive  (75  FR 
46223).  The  APC  Panel  met  on  August 
23-24,  2010,  to  discuss  the  CMS 
proposed  rule  and  recommended  that 
CMS  continue  to  package  payment  for 
CPT  code  31627  into  payment  for  the 
procedure  with  which  it  is  performed 
and  asked  that  CMS  bring  claims  data 
on  the  cost  of  CPT  code  31627  to  the 
APC  Panel’s  winter  2011  meeting  for 
review.  The  full  set  of  APC  Panel 
recommendations  that  resulted  from  the 
Panel’s  August  23-24,  2010  meeting  is 
provided  in  this  section. 

After  consideration  of  all  of  the 
information  provided  by  commenters  on 
this  issue,  and  discussing  the  issue  with 
the  APC  Panel  at  its  August  23-24,  2010  ’ 
meeting,  we  are  accepting  the  APC 
Panel’s  Recommendation  1  to  continue 
to  package  payment  for  CPT  code  31627 
into  the  payment  for  the  major 
separately  paid  procedure  with  which  it 
is  reported  for  CY  2011.  In  addition,  we 
are  accepting  the  APC  Panel’s 
Recommendation  2,  discussed  below, 
that  CMS  bring  claims  data  to  the  vyinter 
2011  APC  Panel  meeting. 

We  continue  to  believe  that  packaging 
payment  for  ENB  into  payment  for  the 
procedure  in  which  it  is  furnished  is 
appropriate  because  CPT  code  31627 
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describes  the  computer  assisted  image 
guided  navigation  that  is  reported  in 
addition  to  a  specified  range  of 
bronchoscopy  codes.  As  such,  we 
believe  that  it  is  an  ancillary  and 
dependent  service  that  enhances  and 
supplements  another  service.  The  CPT 
code  does  not  describe  an  independent 
service  that  can  be  reported  alone. 

We  do  not  believe  that  CPT  code 
31627  describes  a  service  that  is  similar 
to  the  services  described  by  CPT  code 
31636  or  19103  because  CPT  code  31627 
is  neither  for  placement  of  a  stent  (CPT 
code  31636)  nor  for  a  biopsy  (CPT  code 
19103).  Similarly,  we  do  not  agree  that 
ENB  is  significantly  different  from  the 
services  described  by  CPT  codes  61795 
and  20985  and  from  EBUS.  The 
commenter  stated  that  these  navigation 
codes  are  unlike  ENB  (CPT  code  31627 
(Bronchoscopy,  rigid  or  flexible, 
including  fluoroscopic  guidance,  when 
performed;  with  computer-assisted, 
image-guided  navigation  (List  separately 
in  addition  to  code  for  primary 
procedure{s]))  because  ENB  requires 
steering  a  catheter  through  an  airway  of 
the  lung  for  fhe  purpose  of  a  biopsy  or 
treatment.  While  a  catheter  maybe  used 
to  accomplish  localization  of  the  target 
during  the  ENB  procedure,  when  the 
services  described  by  CPT  codes  61795 
and  20985  are  utilized,  another  method 
of  localization  of  the  target  is  utilized. 
For  example,  when  CPT  code  20985 
(Computer-assisted  surgical  navigational 
procedure  for  musculoskeletal 
procedures,  image-less  (List  separately 
in  addition  to  code  for  primary 
procedure))  is  performed,  an  infra-red, 
electromagnetic  or  other  form  of  tracker 
may  be  utilized  for  localization  of  the 
target.  Like  CPT  codes  61795  and  20985, 
ENB  is  an  add-on  code  that  adds 
computer-assisted  navigation  to  the 
primary  procedure,  which,  in  the  case  of 
ENB,  is  a  bronchoscopy. 

We  believe  that  ENB  is  an 
enhancement  to  the  bronchoscopy  with 
which  it  must  be  performed  and  as  such 
is  an  ancillary  and  dependent  service  in 
the  sarne  manner  that  CPT  code  31620 
(EBUS)  is  an  ancillary  and  supportive 
procedure.  Both  of  these  procedures 
enable  the  bronchoscopy  with  which 
they  are  performed  to  be  more  effective. 
We  agree  with  the  APC  Panel  that  EBUS 
is  the  most  suitable  comparison  because 
it  describes  another  bronchoscopic 
procedure  in  which  a  guidance 
technology  (that  is,  ultrasonography)  is 
used  to  achieve  the  therapeutic  benefit 
of  the.  procedure.  Similar  to  our 
proposed  payment  for  CPT  code  31627, 
payment  for  CPT  code  31620  is 
currently  packaged  into  the  primary 
modality  with  which  it  would  be 
appropriately  billed.  In  CY  2008,  as  part 


of  our  increased  packaging  proposal,  we 
identified  the  EBUS  procedure  as  an 
intraoperative  ancillary  service  that 
would  typically  be  reported  in 
conjunction- with  an  independent 
service.  In  addition,  similar  to  CPT  code 
31627,  CPT  code  31620  would  only  be 
appropriately  reported  in  conjunction 
with  specified  bronchoscopy  procedures 
with  which  it  would  be  performed,  Like 
EBUS,  CPT  code  31627,  ENB  is  not  an 
independent  separately  furnished 
procedure. 

We  agree  that  the  status  of  CPT  code 

31627  as  an  add-on  code  does  not,  of  its 
own  accord,  justify  packaged  payment 
for  the  service  as  is  evidenced,  as  the 
commenter  noted,  by  separate  payment 
under  the  OPPS  for  many  add-on 
services.  Uowever,  the  status  of  the  code 
as  an  add-on  code  supports  the  view 
that  the  procedure  is  a  service  that  is 
always  furnished  in  addition  to  another 
procedure  and  cannot  be  performed 
independently.  We  recognize  that  the 
Medicare  Physician  Fee  Schedule 
(MPFS)  pays  separately  for  CPT  code 
31627,  as  it  does  for  all  add-on  codes, 
but  the  MPFS  and  the  OPPS  are  very 
different  payment  systems.  Each  is 
established  under  a  different  set  of 
statutory  and  regulatory  principles  and 
the  policies  established  under  the 
physician  fee  schedule  do  not  have 
bearing  on  the  payment  policies  under 
the  OPPS.  With  regard  to  the 
commenter’s  view  that  the  costs  of  ENB 
cannot  be  packaged  into  payment  for  a 
bronchoscopy  because  a  study  shows 
the  cost  of  ENB  to  be  $2,700  or 
$2,875.50,  depending  on  the 
commenter,  while  the  proposed 
payment  CMS  proposed  for  CY  2011  for 
a  bronchoscopy  assigned  to  APC  0076  is 
$719.84,  we  note  that  we  will  develop, 
analyze,  and  provide  to  the  APC  Panel 
at  its  winter  2011  meeting,  the  cost  and 
frequency  data  we  derive  from  the  CY 
2010  claims  for  CPT  code  31627  for 
purposes  of  illuminating  consideration 
of  whether  the  costs  of  ENB  are  being 
reflected  in  the  claims  for  the  service 
with  which  they  are  furnished.  With 
regard  to  making  a  composite  APC  for 
ENB  that  would  establish  a  separate 
payment  for  ENB  when  it  is  performed 
on  the  same  date  as  the  services  that  are 
reported  using  CPT  code  31625,  31626, 

31628  or  31629,  it  is  unclear  whether 
ENB  is  a  good  candidate  for  a  composite 
APC  because  composite  APCs  usually 
make  payment  for  two  separately  paid 
procedures  that  are  commonly 
performed  together,  and  CPT  code 
31627  is  currently  a  packaged  service. 

With  regard  to  the  comment  that 
packaging  ENB  is  a  violation  of  the  2 
times  rule,  we  note  that  a  2  times  rule 
violation  can  exist  only  within  an  APC 


and  ENB  has  not  been  assigned  to  an 
APC  because  it  is  packaged  and  hence 
there  is  no  application  of  the  2  times 
rule.  We  refer  readers  to  section  III.  B. 
of  this  final  rule  with  comment  period 
for  a  more  complete  discussion  of  the  2 
times  rule. 

With  regard  to  the  argument  that  CMS 
should  pay  separately  for  ENB  because 
MAC  medical  directors  cover  it  and  may 
have  made  separate  payment  for  it,  and 
that  Administrative  Law  Judges  may 
have  overturned  denials  of  separate 
payment  for  ENB  is  not  relevant  to 
whether  the  payment  for  it  should  be 
packaged  into  the  payment  for  the 
bronchoscopy  to  which  it  is  ancillary 
and  supportive. 

After  consideration  of  the  public 
comments  we  received  on  this  issue  and 
the  APC  Panel’s  August  2010 
recommendation  on  ENB,  we  are 
packaging  payment  for  the  service 
represented  by  CPT  code  31627  into 
payment  for  the  procedure  with  which 
it  is  performed  for  the  CY  2011  OPPS. 

Recommendation  2— Developing  and 
Sharing  Cost  Data  for  ENB 

We  accept  the  APC  Panel’s 
recommendation  to  provide  cost  data  on 
ENB,  and  we  will  provide  the  APC 
Panel  with  cost  and  frequency  data  at 
the  winter  2011  APC  Panel  meeting  for 
the  Panel’s  use  in  providing  CMS  with 
a  recommendation  for  CY  2012. 

Recommendation  3 — APC  Assignment 
for  CPT  Code  0192T 

We  are  accepting  the  APC  Panel’s 
recommendation.  We  refer  readers  to 
section  III.D.  of  this  final  rule  with 
comment  period  for  a  discussion  of  CPT 
code  0192T. 

Recommendation  4 — Name  and 
Function  of  the  Packaging 
Subcommittee 

We  agree  with  the  APC  Panel’s 
recommendation  and  have  changed  the 
name  and  function  of  the  committee  to 
include  the  assessment  of  the  content  of 
APCs  as  well  as  the  appropriate  status 
indicator  for  each  CPT  code,  including 
but  not  limited  to  the  decision  of 
whether,  and  if  so  when,  to  package 
payment  for  the  service  into  payment 
for  the  services  with  which  it  is 
furnished.  The  Packaging  Subcommittee 
will  be  renamed  the  “Subcommittee  for 
APC  Groups  and  Status  Indicator  (SI) 
Assignments.” 

Recommendation  5 

We  agree  and  will,  at  the  winter  2011 
APC  Panel  meeting,  furnish  data  about 
the  frequency  with  which  hospitals 
report  unconditionally  packaged  HCPCS 
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codes  on  claims  without  another 
separately  paid  procedure. 

Recommendation  6 

We  support  the  APC  Panel’s 
recommendation  that  the  public  submit 
common  clinical  scenarios  involving 
currently  packaged  HCPCS  codes  and 
make  recommendations  of  specific 
services  or  procedures  for  which 
payment  would  be  most  appropriately 
packaged  under  the  OPPS  for  review  by 
the  Subcommittee  for  APC  Groups  and 
Status  Indicator  (SI)  Assignments. 

Recommendation  7 — Chair  of  the 
Subcommittee  for  APC  Groups  and 
Status  Indicator  (SI)  Assignments 

We  are  accepting  the  APC  Panel’s 
recommendation  that  Judith  Kelly, 
R.H.I.T.,  R.H.I.A.,  C.C.S.,  be  named 
chair  of  the  Subcommittee  for  APC 
Groups  and  Status  Indicator  (SI) 
Assignment. 

Recommendation  8 

We  are  accepting  the  APC  Panel’s 
recommendation  that  the  work  of  the 
Subcommittee  for  APC  Groups  and 
Status  Indicator  (SI)  Assignments 
continue.  We  are  continuing  the  work  of 
the  APC  Panel  Subcommittee  for  APC 
Groups  and-  Status  Indicator  (SI) 
Assignments,  and  we  appreciate  the 
Subcommitee’s  expertise  and 
experience  regarding  packaging  under 
the  OPPS  and  the  valuable  advice  the 
Subcommittee  continues  to  provide  to 
us.  We  will  continue  to  bring  to  the 
Subcommittee’s  attention  clinical 
scenarios  identified  by  us  or  the  public 
regarding  services  that  are  currently 
packaged  or  are  candidates  for  future 
packaging  under  the  OPPS. 

We  received  public  comments  in 
response  to  the  proposed  rule  on  several 
issues  related  to  packaging  of  payment 
that  were  in  addition  fo  those  about 
which  the  APG  Panel  has  made  a 
recommendation  that  are  related  to 
packaging  payment  for  ancillary  and 
dependent  services  into  payment  for 
services  that  may  be  furnished 
independently. 

Comment:  Commenters  stated  that 
CMS’  packaging  policies  would  likely 
lead  to  less  efficient  use  of  resources, 
limited  access  to  innovative  treatment 
options  and  greater  instability  in 
payments  because  the  policies  are  based 
on  several  flawed  assumptions. 
Commenters  believed  that  to  the  extent 
that  hospitals  control  the  array  of 
services  they  provide,  CMS’  packaging 
policies  assume  that  the  same  incentives 
apply  to  hospital  outpatient 
departments  as  to  inpatient  services. 

One  commenter  stated  that  under  the 
inpatient  prospective  payment  system 


(IPPS),  hospitals  have  an  incentive  to 
provide  care,  including  advanced 
technologies,  in  an  efficient  manner  to 
ensure  the  lowest  cost  for  the  patient’s 
diagnosis.  In  contrast,  in  hospital 
outpatient  departments,  because 
Medicare  payment  is  based  on 
procedures  rather  than  diagnoses,  the 
commenter  believed  that  a  hospital  has 
an  incentive  to  provide  the  lowest  cost 
item  or  service  included  in  an  APC.  The 
commenter  further  believed  that  if  that 
service  does  not  fully  address  the 
patient’s  needs,  the  hospital  would 
receive  better  reimbursement  by 
bringing  the  patient  back  for  a  second 
visit  or  admitting  the  patient  for 
inpatient  care  than  by  providing  a  more 
costly  option  within  the  same  APC. 
Moreover,  the  commenters  believed  that 
when  an  APC’s  payment  rate  is 
significantly  less  than  the  cost  of  a 
technology,  hospitals  have  a  strong 
disincentive  to  use  that  technology, 
even  if  it  could  reduce  the  costs  of  care 
at  a  later  date.  The  commenters  believed 
that  CMS’  use  of  expanded  packaging 
has  the  risk  of  encouraging  hospitals  to 
forego  performing  needed  services  and 
using  new  technologies  that  may  be 
more  resource  intensive  during  one 
visit,  but  could  save  the  patient  future 
outpatient  department  visits  or  inpatient 
care. 

Response:  Packaging  payment  for 
items  and  services  that  are  ancillary  to 
and  dependent  on  the  major  procedure 
for  which  a  payment  rate  is  established 
is  a  fundamental  concept  of  the  OPPS, 
based  in  regulation  in  the  definition  of 
costs  that  are  included  in  the  national 
payment  rate  for  a  service  (42  CFR 
419.2(b))  and  in  place  since  the 
inception  of  the  OPPS  (65  FR  18447). 

We  continue  to  believe  that  packaging 
creates  incentives  for  hospitals  and  their 
physician  partners  to  work  together  to 
establish  appropriate  protocols  that 
eliminate  unnecessary  services  where 
they  exist  and  institutionalize 
approaches  to  providing  necessary 
services  more  efficiently.  With  respect 
to  new  services  or  new  applications  of 
existing  technology,  we  believe  that 
packaging  payment  for  ancillary  and 
dependent  services  creates  appropriate 
incentives  for  hospitals  to  seriously 
consider  whether  a  new  service  or  a 
new  technology  offers  a  benefit  that  is 
sufficient  to  justify  the  cost  of  the  new 
service  or  technology.  Where  this 
review  results  in  reductions  in  services 
that  are  only  marginally  beneficial  or 
hospitals’  choices  not  to  utilize  certain 
technologies,  we  believe  that  this  could 
improve,  rather  than  harm,  the  quality 
of  care  for  Medicare  beneficiaries 
because  every  service  furnished  in  a 


hospital  carries  some  level  of  risk  to  the 
patient.  Moreover,  we  believe  that 
hospitals  strive  to  provide  the  best  care 
they  can  to  the  patients  they  serve  so 
that  when  new  technologies  are  proven 
to  improve  the  quality  of  care,  their 
utilization  will  increase  appropriately, 
whether  the  payment  for  them  is 
packaged  or  not. 

However,  we  are  aware  that  there  are 
financial  pressures  on  hospitals  that 
might  motivate  some  providers  to  split 
services  among  different  hospital 
encounters  in  such  a  way  as  to 
maximize  payments.  While  we  do  not 
•  expect  that  hospitals  would  routinely 
change  the  way  they  furnish  services  or 
the  way  they  bill  for  services  in  order 
to  maximize  payment,  we  recognize  that 
it  would  be  possible  and  we  consider 
that  possibility  as  we  annually  review 
hospital  claims  data.  We  will  continue 
to  examine  claims  data  for  patterns  of 
fragmented  care,  and  if  we  find  a  pattern 
in  which  a  hospital  appears  to  be 
dividing  care  across  multiple  days,  we 
will  refer  it  for  investigation  to  the  QIO 
or  to  the  program  safeguard  contractor, 
as  appropriate  to  the  circumstances  we 
find. 

In  section  II.A.l.  of  this  final  rule  with 
comment  period,  we  discuss  the 
established  methodology  we  use  to 
incorporate  the  costs  of  packaged 
services  into  payment  for  the  associated 
independent  procedures.  We  package 
the  costs  of  services  into  the  payment 
for  the  major  separately  paid  procedure 
on  the  same  claim  on  which  the 
packaged  service  appears.  Hence,  it  is 
the  practice  of  hospitals  with  regard  to 
reporting  and  charging  for  packaged 
services  that  determines  the  separately 
paid  servi’ce  into  which  the  cost  of  a 
packaged  service  is  incorporated  and 
the  amount  of  packaged  cost  included 
the  payment  for  that  separately  paid 
procedure. 

We  believe  it  is  important  to  continue 
to  advance  value-based  purchasing  by 
Medicare  in  the  hospital  outpatient 
setting  by  furthering  the  focus  on  value 
of  care  rather  than  volume.  While  we 
acknowledge  the  concerns  of  the 
commenters  and,  as  discussed  below, 
are  committed  to  considering  the  impact 
of  packaging  payment  on  Medicare 
beneficiaries  further  in  the  future,  we 
must  balance  the  concerns  of  the 
commenters  with  our  goal  of  continuing 
to  encourage  efficient  use  of  hospital 
resources.  As  we  noted  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  in  our  response  to  comments  on 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  68572)  and  as  we  note  in  our 
responses  to  public  comments  on  the 
CY  2011  OPPS/ASC  proposed  rule,  the 
suggestions  and  packaging  criteria 
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recommended  by  most  commenters  are 
focused  almost  exclusively  on 
preventing  packaging,  rather  than  on 
determining  when  packaging  would  be 
appropriate.  We  also  welcome 
suggestions  from  the  public  on 
approaches  to  packaging  that  would 
encourage  efficient  use  of  hospital 
resources. 

Comment:  Commenters  aske^that 
CMS  make  underlying  payment  rates  for 
packaged  services,  including  utilization 
rates,  estimated  median  costs  and 
numbers  of  hospitals  furnishing  various 
services  available  to  the  public. 
Commenters  also  asked  that  CMS 
continue  to  compare  utilization  of 
services  in  2007  prior  to  packaging  to 
utilization  of  the  same  services  after 
packaging  at  the  CPT  level  and  make 
that  information  public.  In  addition, 
commenters  asked  that  CMS  study  and 
report  annually  on  the  impact  of 
packaged  payment  on  beneficiary  access 
to  care.  Commenters  urged  CMS  to 
continue  to  monitor  use  of  and  payment 
for  these  services  and  share  these 
reports  with  stakeholders,  so  that  they 
can  verify  that  Medicare’s  payment 
policies  do  not  harm  access  to  care. 
Commenters  stated  that  CMS  should 
provide  data  that  demonstrates  that  the 
full  cost  of  packaged  services  is 
reflected  in  the  median  cost  for  the 
services  in  which  they  are  used. 

Response:  As  we  note  in  our 
discussion  above,  we  have  reviewed  the 
provision  of  packaged  services  for 
several  years  since  we  expanded 
packaging  in  CY  2008  and  we  see  no 
evidence  that  increased  packaging  has 
caused  harm  to  patient  access  to  care, 
nor  have  we  been  presented  with 
evidence  that  documents  that  packaging 
has  been  responsible  for  harm  to  patient 
access.  Each  year,  CMS  makes  available 
an  extensive  amount  of  OPPS  data  that 
can  be  used  for  any  data  analysis  an 
interested  party  would  care  to  perform. 
Specifically,  we  make  available  a 
considerable  amount  of  data  for  public 
analysis  each  year  through  the 
supporting  data  files  that  are  posted  on 
the  CMS  Web  site  in  association  with 
the  display  of  the  proposed  and  final 
rules.  In  addition,  we  make  available  the 
public  use  files  of  claims,  including,  for 
CY  2008  and  later,  supplemental  line 
item  cost  data  for  every  HCPCS  code 
under  the  OPPS  and  a  detailed  narrative 
description  of  our  data  process  for  the 
annual  OPPS/ASC  proposed  and  final 
rules  that  the  public  can  use  to  perform 
any  desired  analyses.  Therefore, 
commenters  are  able  to  examine  and 
analyze  these  data  to  develop  specific 
information  to  assess  the  impact  and 
effect  of  packaging  for  the  services  of 
interest  to  them.  Therefore,  this 


information  is  available  to  support  their 
requests  for  changes  to  payments  under 
the  OPPS,  whether  with  regard  to 
separate  payment  for  a  packaged  service 
or  other  issues.  We  understand  that  the 
OPPS  is  a  complex  payment  system  and 
that  it  may  be  difficult  to  determine  the 
quantitative  amount  of  packaged  cost 
included  in  the  median  cost  for  every 
independent  service.  However, 
commenters  routinely  provide  us  with 
meaningful  analyses  at  a  very  detailed 
and  service-specific  level  based  on  the 
claims  data  we  make  available.  We 
routinely  receive  complex  and  detailed 
public  comments  including  extensive 
code-specific  data  analysis  on  packaged 
and  separately  paid  codes,  using  the 
data  from  this  and  prior  proposed  and 
final  rules.  With  respect  to  the  request 
for  assurance  that  the  full  cost  of 
packaged  services  is  included  in  the 
median  cost  used  to  set  the  payment 
rate  for  the  independent  service  with 
which  the  packaged  services  are 
reported,  we  note  that  the  use  of  a 
median  cost  as  the  measure  of  central 
tendency  means  that  the  full  cost  of  a 
packaged  service  becomes  part  of  the 
cost  of  the^service  with  which  it  is 
furnished  and  is  reflected  in  the  median 
cost  for  the  independent  procedure 
since  the  median  cost  reflects  the  cost 
at  the  50th  percentile  of  the  array  of  the 
total  costs  for  all  claims  in  the  set  of 
single  bills  used  to  calculate  the  median 
cost  for  the  CPT  code  or  the  APC. 

Comment:  Commenters  stated  that,  for 
packaged  services  such  as  guidance, 
image  processing,  and  intraoperative 
services,  CMS  should  provide  separate, 
additional  payment  for  innovative, 
procedures.  They  urged  CMS  establish  a 
2-  to  3-year  data  collection  period 
during  which  separate  payment  would 
be  made  for  these  packaged  services  (or 
any  new  applications  of  these  services). 
The  commenters  stated  that  the  data 
collected  during  this  period  should  be 
used  to  evaluate  the  clinical  utilization 
and  financial  effects  of  the  new  services 
and  that  CMS  should  use  this 
information  to  determine  whether  to 
propose  packaging  for  the  services  or 
whether  to  maintain  separate  payment. 
They  further  stated  that  hospitals  are 
reluctant  to  invest  in  new  technologies 
because  they  are  uncertain  whether  they 
will  be  able  to  recoup  the  cost  of  the 
services  and  that  packaging  payment  for 
new  technologies  into  payment  for 
existing  major  separately  paid 
procedures  discourages  them  from 
making  the  investment. 

Response:  We  do  not  agree  that 
innovative  guidance,  image  processing, 
and  intraoperative  services  or 
innovative  uses  of  guidance,  image 
processing,  and  intraoperative  services 


should  always  be  separately  paid  for  a 
2-  to  3-year  data  collection  period  before 
a  decision  to  make  separate  or  packaged 
payment  for  them.  We  do  not  believe 
that  making  separate  payment  for  2  to  3 
years  would  create  incentives  for 
hospitals  to  carefully  consider  whether 
the  innovative  service  or  innovative  use 
of  a  pre-existing  service  represents 
sufficient  value  to  be  worthy  of  the 
investment.  We  continue  to  believe  that 
hospitals  will  invest  in  innovative 
services  or  services  with  innovative  uses 
where  these  services  represent 
genuinely  increased  value  to  patient 
care,  and  where  hospitals  can  furnish 
them  efficiently.  Of  course,  we  will 
continue  to  pay  separately  for 
innovative  technologies  where  a  device  - 
meets  the  conditions  for  separate 
payment  as  a  pass-through  device  or 
where  a  new  procedure  meets  the 
criteria  for  payment  as  a  new  technology 
APC. 

Comment:  Commenters  believed  that 
CMS  assumes  that  its  packaging  policies 
will  allow  it  to  continue  to  collect  the 
data  it  needs  to  set  appropriate,  stable 
payment  rates  in  the  future.  The 
commenters  believed  that  CMS’  review 
of  data  from  2009  indicates  that 
hospitals  have  continued  to  report  codes 
for  packaged  services,  but  they  stated 
that  it  remains  to  be  seen  if  hospitals 
will  continue  this  practice  in 
subsequent  years,  particularly  for 
services  that  have  been  packaged  since 
their  introduction.  Commenters  further 
stated  that  CMS’  past  experience  with 
packaging  payment  for  ancillary  items 
indicates  that  hospitals  do  not  submit 
codes  for  services  that  do  not  directly 
affect  their  payment  and  see  no  reason 
to  believe  that  this  will  change  and  ask 
that  CMS  require  complete  and  correct 
coding  for  packaged  services  so  that  all 
items  and  services  that  are  not 
individually  reimbursed  must  be 
included  on  the  claim  to  provide  CMS 
with  essential  data  for  future  OPPS 
updates.  Commenters  expressed 
concern  about  what  they  believed  to  be 
decreases  in  the  number  of  hospitals 
reporting  services  as  a  result  of 
packaging  and  bundling.  They  believed 
that  the  decline  could  be  due  to  one  or 
both  of  two  reasons:  Hospitals  may  no 
longer  be  providing  these  services  or 
hospitals  could  be  providing  these 
services  but  not  reporting  codes  and 
charges  for  them,  denying  CMS  accurate 
data  for  use  in  ratesetting.  The 
commenters  were  concerned  that 
decreased  reporting  of  services  will 
result  in  the  costs  of  packaged  services 
not  being  included  in  the  payment  for 
the  independent  service  with  which 
they  are  furnished. 
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Response:  We  do  not  believe  that 
there  has  been  or  will  be  a  significant 
change  in  what  hospitals  report  and 
charge  for  the  outpatient  services  they 
furnish  to  Medicare  beneficiaries  and 
other  patients  as  a  result  of  our  current 
packaging  methodology.  Medicare  cost 
reporting  standards  specify  that 
hospitals  must  impose  the  same  charges 
for  Medicare  patients  as  for  other 
patients.  We  are  often  told  by  hospitals 
that  many  private  payers  pay  based  on 
a  percentage  of  charges  and  that,  in 
accordance  with  Medicare  cost 
reporting  rules  and  generally  accepted 
accounting  principles,  hospital 
chargemasters  do  not  differentiate  ’ 
between  the  charges  to  Medicare 
patients  and  other  patients.  Therefore, 
we  have  no  reason  to  believe  that 
hospitals  will  stop  reporting  HCPCS 
codes  and  charges  for  packaged  services 
they  provide  to  Medicare  beneficiaries. 
As  we  stated  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
68575),  we  strongly  encourage  hospitals 
to  report  a  charge  for  each  packaged 
service  they  furnish,  either  by  billing 
the  packaged  HCPCS  code  and  a  charge 
for  that  service  if  separate  reporting  is 
consistent  with  CPT  and  CMS 
instructions,  by  increasing  the  charge 
for  the  separatply  paid  associated 
service  to  include  the  charge  for  the 
packaged  service,  or  by  reporting  the 
charge  for  the  packaged  service  with  an 
appropriate  revenue  code  but  without  a  . 
HCPCS  code.  Any  of  these  means  of 
charging  for  the  packaged  service  will 
result  in  the  cost  of  the  packaged  service 
being  incorporated  into  the  cost  we 
estimate  for  the  separately  paid  service. 
If  a  HCPCS  code  is  not  reported  when 
a  packaged  service  is  provided,  we 
acknowledge  that  it  can  be  challenging 
to  specifically  track  the  utilization 
patterns  and  resource  cost  of  the 
packaged  service  itself.  However,  we 
have  no  reason  to  believe  that  hospitals 
have  not  considered  the  cost  of  the 
packaged  service  in  reporting  charges 
for  the  independent,  separately  paid 
service. 

We  expect  that  hospitals,  as  other  . 
prudent  businesses,  have  a  quality 
review  process  that  ensures  that  they 
accurately  and  completely  report  the 
services  they  furnish,  with  appropriate 
charges  for  those  services  to  Medicare 
and  all  other  payers.  We  encourage 
hospitals  to  report  on  their  claim  for 
payment  all  HCPCS  codes  that  describe 
packaged  services  that  were  furnished, 
unless  the  CPT  Editorial  Panel  or  CMS 
provides  other  guidance.  To  the  extent 
that  hospitals  include  separate  charges 
for  packaged  services  on  their  claims, 
the  estimated  costs  of  those  packaged 


services  are  then  added  to  the  costs  of 
separately  paid  procedures  on  the  same 
claims  and  used  in  establishing 
payment  rates  for  the  separately  paid 
services. 

It  is  impossible  to  know  with  any 
certainty  whether  hospitals  are  failing  to 
report  HCPCS  codes  and  charges  for 
services  for  which  the  payment  is 
packaged  into  payment  for  the 
independent  service  with  which  the 
packaged  service  is  furnished. 

Moreover,  where  hospitals  fail  to  report 
the  HCPCS  codes  and  charges  for 
packaged  services,  the  reason  may  be 
that  the  hospital  has  chosen  to  package 
the  charge  for  the  ancillary  and 
dependent  service  into  the  charge  for 
the  service  with  which  it  is  furnished. 
Although  we  prefer  that  hospitals  report 
HCPCS  codes  and  charges  for  all 
services  they  furnish,  if  the  hospital’s 
charge  for  the  independent  service  also 
reflects  the  charge  for  all  ancillary  and 
supportive  services  it  typically 
provides,  the  absence  of  HCPCS  codes 
and  separate  charges  would  not  result  in 
inappropriately  low  median  cost  for  the 
independent  service,  although  CMS 
would  not  know  which  specific 
ancillary  and  supportive  services  were 
being  furnished.  Where  a  hospital  is  no 
longer  providing  a  service,  there  may  be 
many  reasons  that  a  hospital  chooses 
not  to  provide  a  particular  service  or 
chooses  to  cease  providing  a  particular 
service,  including,  but  not  limited  to, 
because  the  hospital  has  determined 
that  it  is  no  longer  cost  effective  for  the 
hospital  to  furnish  the  service  and  that 
there  may  be  other  hospitals  in  the 
community  that  can  furnish  the  service 
more  efficiently. 

Comment:  Many  commenters  who 
objected  to  payment  for  ancillary  and 
dependent  services  being  packaged  into 
payment  for  the  procedures  that  they 
support  said  that  packaged  payment 
will  cause  hospitals  not  to  make  these 
important  services  available  to  Medicare 
beneficiaries  because  they  are  not  being 
paid  separately  for  them  by  Medicare. 

Response:  We  do  not  believe  that 
hospitals  vtrill  cease  to  furnish  Medicare 
beneficiaries  with  the  ancillary  and 
dependent  services  that  are  available  in 
the  facility  when  they  are  necessary  to 
achieve  tbe  best  therapeutic  effect  for 
their  patients  because  the  payment  for  - 
the  service  is  made  as  part  of  the 
payment  for  the  procedure  that  they 
support.  Instead,  we  believe  that 
packaging  will  encourage  hospitals  to 
carefully  review  whether  the  ancillary 
and  dependent  services  are  genuinely 
necessary  in  individual  cases  to  all 
patients  and  will  carefully  evaluate 
whether  the  staff  and  capital 
investments  that  are  often  necessary  to 


furnish  them  are  worthwhile.  We  note 
also  that  hospitals  that  fail  to  provide 
Medicare  beneficiaries  with  tbe  same 
services  that  they  make  available  to 
other  patients  with  the  same  conditions 
are  subject  to  termination  from  the 
Medicare  program’under  42  CFR 
489.53(a)(2).  Therefore,  hospitals  have  a 
significant  disincentive  to  treat 
Medicare  patients  differently  from  other 
patients  with  regard  to  the  nature  and 
scope  of  the  services  they  furnish  them. 

Comment:  One  commenter  stated  that 
CMS  should  provide  further 
transparency  and  clarification  of  its 
analysis  of  image  processing  procedures 
because  it  is  not  clear  why  CMS  has 
discussed  coding  issues  pertaining  to 
intraoperative  procedures  to  support 
conclusions  about  packaging  of  image 
processing  procedures.  Specifically,  the 
commenter  statsd  that  CMS  notes  that 
the  intraoperative  procedures  described 
by  CPT  codes  93320  (which  describes 
spectral  Doppler)  and  93325  (which 
describes  color  flow  Doppler)  are  now 
reported  using  one  comprehensive  code, 
CPT  93306;  which  describes  complete 
transthoracic  echocardiogram  with 
spectral  and  color  flow  Doppler.  The 
commenter  further  reiterated  CMS’ 
statements  that  when  data  for  any  codes 
experiencing  significant  modifications 
were  removed,  there  was  a  7  percent 
decrease  from  CY  2007  to  CY  2009  in 
the  frequency  of  image  processing 
services  billed.  In  a  second  analysis 
involving  all  image  processing  services, 
including  those  with  revised  codes,  the 
data  showed  a  61-percent  decrease  in 
the  billing  of  these  services  between  CY 
2007  and  CY  2009  and  a  6-percent 
decrease  in  the  number  of  hospitals 
reporting  these  services  during  the  same 
timeframe.  The  commenter  believed  the 
estimated  declines  in  utilization  of 
imaging  processing  services  should  not 
simply  be  disregarded,  but  in  fact  may 
suggest  negative  impacts  on  beneficiary 
access  to  these  services. 

Response:  The  example  we  provided 
was  not  optimal  and  we  were  incorrect 
to  characterize  both  CPT  codes  93320 
and  93325  as  intraoperative  services. 

For  purposes  of  our  analysis,  we  treated 
CPT  code  93320  as  an  intraoperative 
service  and  we  treated  CPT  code  93325 
as  an  imaging  processing  service.  The 
point  of  the  example  is  that  because 
both  codes  are  reported  using  CPT  code 
93306,  effective  for  services  on  and  after 
January  1,  2009,  the  CY  2009  data  for 
these  codes  (93320  and  93325)  cannot 
be  compared  to  the  data  for  them  in  CY 
2007  in  a  meaningful  way  and  for  that 
reason  we  believe  that  the  decreases  we 
found  are  suspect. 
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Issues 

We  received  the  following  public 
comments  regarding  the  proposal  to 
package  specific  services  qr  services  in 
a  specific  category. 

Comment:  Common ters  recommended 
that  CMS  eliminate  packaging  of  IGRT 
services  represented  by  CPT  codes 
76950  (Ultrasonic  guidance  for 
aspiration  of  ova,  imaging  supervision 
and  interpretation),  76965  (Ultrasonic 
guidance  for  interstitial  radioelement 
application),  77417  (Therapeutic 
radiology  port  fllm(s)),  77421 
(Stereoscopic  X  ray  guidance  for 
localization  of  target  volume  for  the 
delivery  of  radiation  therapy),  and 
77014  (Computed  tomography  guidance 
for  placement  of  radiation  fields)  for  CY 
2011.  The  commenters  believed  that  if 
packaging  is  continued,  ^loser 
monitoring  of  the  claims  data  is 
necessary  to  better  approximate  the  real 
costs  associated  with  these  services. 
They  believed  that  these  services  are  " 
vital  to  the  safe  provision  of  radiation 
therapy,  and  unconditionally  packaging 
payment  for  them  may  discourage 
hospitals  from  providing  them.  The 
commenters  also  believed  that  hospitals 
may  not  be  reporting  the  services 
correctly  and,  therefore,  not  charging  for 
them,  which  would  lead  to  the  cost  of 
the  service  not  being  reflected  into  the 
packaged  payment  for  the  service  for 
which  separate  payment  is  made. 

Response:  We  continue  to  believe  that 
these  services  are  ancillary  and 
dependent  services  that,  as  the 
commenters  indicated,  are  fundamental 
to  the  provision  of  optimal  radiation 
therapy  services  and  that  the  payment 
for  ttiem  should  be  packaged  into  the 
payment  for  the  procedure  to  which 
they  are  ancillary  and  supportive.  We 
agree  that  it  is  vital  that  hospitals  ensure 
that  they  report  the  charges  for  these 
services  so  that  the  cost  of  the 
independent  service  reflects  the  cost  of 
these  important  ancillary  services.  We 
strongly  encourage  hospitals  to  report 
both  the  codes  and  the  charges  for  these 
services,  recognizing  that  some 
hospitals  may  prefer  to  incorporate  the 
charge  for  the  ancillary  service  into  the 
charge  for  the  service  it  supports.  We 
remind  hospitals  that  the  payments  they 
receive  are  developed  from  the  charges 
they  submit  on  claims  and  the  charge 
and  costs  they  report  on  their  Medicare 
cost  report.  Therefore,  it  behooves  them 
to  ensure  that  they  are  fully  reporting 
the  charges  on  the  claims  they  submit 
for  payment.  Moreover,  we  do  not 
believe  that  there  is  value  in  closer 
monitoring  of  claims  data  for  the 
puipose  of  better  approximation  of  the 


dependent  services  because  we  believe 
that  our  standard  data  process  ensures 
that,  to  the  extent  that  hospitals  report 
charges  for  these  services,  whether  with 
separate  HCPCS  codes  or  as  part  of  the 
charge  for  the  procedure  to  which  they 
are  ancillary  and  supportive,  the  cost  of 
the  service  will  be  included  in  the  APC 
median  cost  and,  therefore,  in  the 
payment  for  the  APC  to  which  the 
separately  paid  procedure  is  assigned. 

Comment:  One  commenter  was 
concerned  that  intravascular  ultrasound 
and  intracardiac  echocardiography 
services  are  relatively  high  cost  and  low 
frequency  services  and,  therefore,  a 
small  proportion  of  their  cost  is 
reflected  in  the  payments  for  the 
services  with  which  they  are  used. 
Although  the  commenter  recognized 
that  CMS  found  increases  in  reporting  of 
these  codes  and  payment  for  the 
procedures  into  which  they  are 
packaged  firom  CY  2007  to  CY  2009,  the 
commenter  continued  to  be  concerned 
that  payment'  is  not  adequate  to  protect 
access  to  these  services  and  asked  that 
CMS  reinstate  separate  payment  for 
'  intravascular  ultrasound  and 
intracardiac  echocardiography  services. 

Response:  We  note  that  IVUS,  ICE, 
and  FFR  services  are  existing, 
established,  technologies  and  that 
hospitals  have  provided  some  of  these 
services  in  the  HOPD  since  the 
implementation  of  the  OPPS  in  CY 
2000.  IVUS,  FFR,  and  ICE  are  all 
dependent  services  that  are  always 
provided  in  association  with 
independent  services.  Given  the  sizable 
increase  in  the  number  of  services 
furnished  and  the  associated  payment 
between  CY  2007  and  CY  2009,  as 
demonstrated  by  the  analysis  we 
presented  in  the  proposed  rule  and 
recapped  earlier  in  this  section,  we  have 
seen  no  evidence  from  our  claims  data 
that  beneficiary  access  to  care  is  being 
harmed  by  packaging  payment  for  IVUS, 
ICE,  and  FFR  services  or  that  payment 
is  inadequate  for  hospitals  to  be  able  to 
afford  to  furnish  these  services  with 
their  associated  independent  services. 
We  believe  that  packaging  creates 
appropriate  incentives  for  hospitals  and 
their  physician  partners  to  carefully 
consider  the  technologies  that  are  used 
in  the  care  of  patients  in  order  to  ensure 
that  technologies  are  selected  for  use  in 
each  case  based  on  their  expected 
benefit  to  a  particular  Medicare 
beneficiary. 

Comment:  Some  commenters 
recommended  that  if  the  existing  policy 
to  package  payment  for  nonpass-through 
implantable  biologicals  were  to 
continue,  CMS  develop  a  crosswalk  that 
includes  specific  procedure  codes  for 


biologicals  so  that  procedures  involving 
those  products  could  be  reassigned  to 
new  APCs.  The  commenters  also 
recommended  that  CMS  provide  an  in- 
depth  analysis  of  the  packaging 
methodology  to  ensure  that  the  costs  of 
nonpass-through  implantable 
biologicals  are  included  in  the 
procedural  APCs. 

Response:  We  believe  that  creating 
and  maintaining  a  crosswalk  of 
nonpass-through  implantable  biological 
HCPCS  codes  and  associated  procedure 
codes  would  not  be  feasible  because 
implantable  biologicals  may  be  used  in 
a  wide  variety  of  surgical  procedures. 

We  also  do  not  believe  that  it  is 
necessary  to  develop  such  a  crosswalk 
to  ensure  that  the  costs  of  nonpass¬ 
through  implantable  biologicals  are 
included  in  the  APC  payment  rates.  As 
we  discuss  in  section  II.A.3.  of  this  final 
rule  with  comment  period,  hospitals 
include  HCPCS  codes  and  charges  for 
packaged  services  on  their  claims.  Our 
packaging  methodology  ensures  that  the 
estimated  costs  associated  with  those 
packaged  services  are  added  to  the  costs 
of  separately  payable  procedures  on  the 
same  claims  in  establishing  payment 
rates  for  the  separately  payable  services. 

Regarding  the  request  for  in-depth 
data  analysis,  we  note  that  each  year 
CMS  makes  available  an  extraordinary 
amount  of  OPPS  data  that  can  be  used 
for  any  data  analysis  an  interested  party 
would  care  to  perform.  Specifically,  we 
make  available  a  considerable  amount  of 
data  for  public  analysis  each  year 
through  the  supporting  data  files  that 
are  posted  on  the  CMS  Web  site  in 
association  with  the  display  of  the 
proposed  and  final  rules.  In  addition, 
we  make  available  the  public  use  files 
of  claims,  including,  for  CY  2008  and 
later,  supplemental  line  item  cost  data 
for  every  HCPCS  code  under  the  OPPS 
and  a  detailed  narrative  description  of 
our  data  process  for  the  annual  OPPS/ 
ASC  proposed  and  final  rules  that  the 
public  can  use  to  perform  any  desired 
analyses.  Therefore,  commenters  are 
able  to  examine  and  analyze  these  data 
to  develop  specific  information  to  assess 
the  impact  and  effect  of  packaging  for 
the  services  of  interest  to  them  or  to 
support  their  requests  for  changes  to 
payments  under  the  OPPS,  whether 
with  regard  to  separate  payment  for  a 
packaged  service  or  other  issues.  We 
understand  that  the  OPPS  is  a  complex 
payment  system  and  that  it  may  be 
difficult  to  determine  the  quantitative 
amount  of  packaged  cost  included  in  the 
median  cost  for  every  independent 
service.  However,  commenters  routinely 
provide  us  with  meaningful  analyses  at 
a  very  detailed  and  service-specific  level 
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based  on  the  claims  data  we  make 
available.  We  routinely  receive  complex 
and  detailed  public  comments  including 
extensive  code-specific  data  analysis  on 
packaged  and  separately  paid  codes, 
using  the  data  from  this  and  prior 
proposed  and  final  rules. 

Comment:  (3ne  commenter  objected  to 
CMS’  policy  of  packaging  payment  for 
tositumomab  into  HCPCS  code  G.3001 
(Administration  and  supply  of 
tositumomab,  4.50  mg)  and  requested 
that  CMS  create  a  HCPCS  J-code  for 
tositumomab,  which  is  currently 
provided  under  a  radioimmunotherapy 
regiment  and  billed  as  part  of  HCPCS 
code  C3001.  The  commenter  argued  that 
because  tositumomab  is  li.sted  in 
compendia,  is  approved  by  the  FDA  as 
part  of  the  BEXXAR®  regimen,  and  has 
its  own  National  Drug  Code  (NDC) 
number,  it  should  be  recognized  as  a 
drug  and,  therefore,  be  paid  as  other 
drugs  are  paid  under  the  OPPS 
methodology,  instead  of  having  a 
payment  rate  determined  by  hospital 
claims  data.  The  commenter  suggested 
that  a  payment  rate  could  be  established 
using  the  ASP  methodology. 

Response:  As  we  stated  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (75  FR  60517),  we  have 
consistently  noted  that  unlabeled 
tositumomab  is  not  approved  as  either 
a  drug  or  a  radiopharmaceutical,  but  it 
is  a  supply  that  is  required  as  part  of  the 
radioimmunotherapy  treatment 
regiment  (CY  2009  OPPS/ASC  final  nile 
with  comment  period  (73  FR  68658);  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66765);  CY  2006 
OPPS  final  rule  with  comment  period 
(70  FR  68654);  and  CY  2004  OPPS  final 
rule  with  comment  period  (68  FR 
63443)).  We  do  not  make  separate 
payment  for  supplies  used  in  services 
provided  under  the  OPPS.  Payments  for 
necessary  supplies  are  packaged  into 
payment  for  the  separately  payable 
services  provided  by  the  hospital. 
Specifically,  administration  of  . 
unlabeled  tostitumomab  is  a  complete 
service  that  qualifies  for  separate 
payment  under  its  own  clinical  APC. 
This  complete  service  is  currently 
described  by  HCPCS  code  C3001. 
Therefore,  we  do  not  agree  with  the 
commenter’s  recommendation  that  we 
assign  a  separate  HCPCS  code  to  the 
supply  of  unlabeled  tositumomab. 
Rather,  we  will  continue  to  make 
separate  payment  for  the  administration 
of  tositumomab  while  payment  for  the 
supply  of  unlabeled  tostitumomab  will 
continue  to  be  packaged  intcf  the 
administration  payment. 

In  addition  to  our  final  policies  for 
specific  packaged  services,  we  will 
continue  to  package  payment  for  the 


services  we  identified  with  a  status 
indicator  of  “N”  in  Addendum  B  of  the 
proposed  rule  with  public  comment  into 
the  payment  for  the  separately  paid 
procedures  with  w'hich  they  are 
reported  on  a  claim.  We  refer  readers  to 
s€;ction  V.B.2.d.  of  this  final  rule  with 
comment  period  for  further  discussion 
of  our  final  policy  to  package  payment 
for  contrast  agents  and  diagnostic 
radiopharmaceuticals.  We  refer  readers 
to  section  II.A.2.e.(l)  of  this  final  rule 
with  comment  period  for  further 
discussion  of  our  final  policy  to  pay  for 
observation  services  through  extended 
assessment  and  management  composite 
APCs  under  certain  circumstances. 

4.  Calculation  of  OPPS  Scaled  Payment 
Weights 

As  we  proposed  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46224 
through  46225),  using  the  APC  median 
costs  discussed  in  sectipiis  Il.A.l.  and 
II.  A. 2.  of  this  final  rule  with  comment 
period,  we  calculated  the  final  relative 
payment  weights  for  each  APC  for  CY 
201 1  shown  in  Addenda  A  and  B  to  this 
final  rule  with  comment  period.  In  years 
prior  to  CY  2007,  we  standardized  all 
the  relative  payment  weights  to  APC 
0601  (Mid  Level  Clinic  Visit)  because 
mid-level  clinic  visits  were  among  the 
most  frequently  performed  services  in 
the  hospital  outpatient  setting.  We 
assigned  APC  0601  a  relative  payment 
weight  of  1.00  and  divided  the  median 
cost  for  each  APC  by  the  median  cost  for 
APC  0601  to  derive  the  relative  payment 
weight  for  each  APC. 

Beginning  wdth  the  CY  2007  OPPS  (71 
FR  67990),  we  .standardized  all  of  the 
relative  payment  weights  to  APC  0606 
(Level  3  Clinic  Visits)  because  we 
deleted  APC  0601  as  part  of  the 
reconfiguration  of  the  clinic  visit  APCs. 
We  selected  APC  0606  as  the  base 
because  APC  0606  was  the  mid-level 
clinic  visit  APC  (that  is.  Level  3  of  five 
lev^els).  Therefore,  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46225),  for 
CY  2011,  to  maintain  consistency  in 
using  a  median  for  calculating  unsealed 
weights  representing  the  median  cost  of 
some  of  the  most  frequently  provided 
services,  we  proposed  to  continue  to  use 
the  median  cost  of  the  mid-level  clinic 
visit  APC  (APC  0606)  to  calculate 
unsealed  weights.  Following  our 
standard  methodology,  but  using  the 
proposed  CY  2011  median  cost  for  APC 
0606,  for  CY  2011  we  assigned  APC 
0606  a  relative  payment  weight  of  1.00 
and  divided  the  median  cost  of  each 
APC  by  the  proposed  median  cost  for 
APC  0606  to  derive  the  proposed 
unsealed  relative  payment  weight  for 
each  APC.  The  choice  of  the  APC  on 
which  to  base  the  proposed  relative 


weights  for  all  other  APCs  does  not 
affect  the  payments  made  under  the 
OPPS  because  we  scale  the  weights  for 
budget  neutralitv. 

Section  1833(t)(9l(B)  of  the  Act 
requires  that  APC  reclassification  and 
recalibration  changes,  wage  index 
changes,  and  other  adjustments  be  made 
in  a  budget  neutral  manner.  Budget 
neutrality  ensures  that  the  estimated 
aggregate  weight  under  the  OPPS  for  CY 
201 1  is  neither  greater  than  nor  less 
than  the  estimated  aggregate  weight  that 
would  have  been  made  without  the 
changes.  To  comply  with  this 
requirement  concerning  the  APC 
changes,  we  proposed  to  compare  the 
estimated  aggregate  weight  using  the  CY 

2010  scaled  relative  weights  to  the 
estimated  aggregate  weight  using  the 
proposed  CY  2011  unsealed  relative 
weights.  For  CY  2010,  we  multiplied  the 
CY  2010  .scaled  APC  relative  weight 
applicable  to  a  service  paid  under  the 
OPPS  by  the  volume  of  that  service  from 
CY  2009  claims  to  calculate  the  total 
weight  for  each  service.  We  then  added 
together  the  total  weight  for  each  of 
these  services  in  order  to  calculate  an 
estimated  aggregate  weight  for  the  year. 
For  CY  2011,  we  performed  the  same 
process  using  the  proposed  CY  2011 
unsealed  weights  rather  than  scaled 
weights.  We  then  calculated  the  weight 
scaler  by  dividing  the  CY  2010 
estimated  aggregate  weight  by  the 
proposed  CY  2011  estimated  aggregate 
weight.  The  service-mix  is  the  same  in 
the  current  and  prospective  years 
because  we  use  the  same  set  of  claims 
for  service  volume  in  calculating  the 
aggregate  weight  for  each  year.  For  a 
detailed  discussion  of  the  weight  scaler 
calculation,  we  refer  readers  to  the 
OPPS  claims  accounting  document 
available  on  the  CMS  VVeb  site  at: 

h  tip://  wvv'w.  cms.gov/ 
HospitalOutpatientPPS/.  We  included 
payments  to  CMHCs  in  our  comparison 
of  estimated  unsealed  weight  in  CY 

2011  to  estimated  total  weight  in  CY 
2010  using  CY  2009  claims  data, 
holding  all  other  components  of  the 
payment  system  constant  to  isolate 
changes  in  total  weight.  Based  on  this 
comparison,  we  adjusted  the  unsealed 
relative  weights  for  purposes  of  budget 
neutrality.  The  proposed  CY  2011 
unsealed  relative  payment  weights  were 
adjusted  by  multiplying  them  by  a 
proposed  weight  scaler  of  1.3650  to 
ensure  budget  neutrality  of  the  proposed 
CY  2011  relative  weights. 

Section  1833(t)(14)  of  the  Act 
provides  the  payment  rates  for  certain 
“specified  covered  outpatient  drugs.” 
That  section  states  that  “Additional 
expenditures  resulting  from  this 
paragraph  shall  not  be  taken  into 
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account  in  establishing  the  conversion 
factor,  weighting  and  other  adjustment 
factors  for  2004  and  2005  under 
paragraph  (9)  but  shall  be  taken  into 
account  for  subsequent  years.” 

Therefore,  the  cost  of  those  specified 
covered  outpatient  drugs  (as  discussed 
in  section  V.B.3.  of  the  proposed  rule 
and  this  final  rule  with  comment 
period)  was  included  in  the  proposed 
budget  neutrality  calculations  for  the  CY 
2011  OPPS. 

We  did  not  receive  any  public 
comments  on  the  proposed 
methodology  for  calculating  scaled 
weights  from  the  median  costs  for  the 
CY  2011  OPPS.  Therefore,  for  the  . 
reasons  set  forth  in  the  proposed  rule 
(75  FR  46224  and  46225),  we  are 
Finalizing  our  proposed  methodology 
without  modification,  including 
updating  of  the  budget  neutrality  scaler 
for  this  final  rule  with  comment  period 
as  we  proposed.  Under  this 
methodology,  the  final  unsealed 
payment  weights  were  adjusted  by  a 
weight  scaler  of  1.4477  for  this  final  rule 
with  comment  period.  The  final  scaled 
relative  payment  weights  listed  in 
Addenda  A  and  B  to  this  final  rule  with 
comment  period  incorporate  the 
recalibration  adjustments  discussed  in 
sections  II.A.l.  and  II. A. 2.  of  this  final 
rule  with  comment  period. 

B.  Conversion  Factor  Update 

Section  1833(t)(3)(C)(ii)  of  the  Act 
requires  us  to  update  the  conversion 
factor  used  to  determine  payment  rates 
under  the  OPPS  on  an  annual  basis  by 
applying  the  OPD  fee  schedule  increase 
factor.  For  CY  2011,  for  purposes  of 
section  1833(t)(3)(C)(iv)  of  the  Act, 
subject  to  sections  1833(t)(17)  and 
(t)(3)(F),  the  OPD  fee  schedule  increase 
factor  is  equal  to  the  hospital  inpatient 
market  basket  percentage  increase 
applicable  to  hospital  discharges  under 
section  1886(b)(3)(B)(iii)  of  the  Act, 
which  we  refer  to  as  the  hospital  market 
basket  update,  or  simply  the  market 
basket,  in  this  discussion. 

The  proposed  hospital  market  basket 
increase  for  FY  2011  published  in  the 
FY  2011 IPPS/LTCH  PPS  proposed  rule 
(75  FR  24062)  prior  to  changes  required 
by  the  Affordable  Care  Act  was  2.4 
percent.  New  sections  1833(t)(3)(F)(iii) 
and  1833(t)(3)(G)(i)  of  the  Act,  as  added 
by  section  3401  (i)  of  the  Affordable  Care 
Act  and  as  amended  by  section  10319(g) 
of  such  Act  and  further  amended  by 
section  1105(e)  of  such  Act,  require  a 
0.25  percentage  point  reduction  to  the 
CY  201 1  OPD  fee  schedule  increase 
factor,  which  resulted  in  a  proposed  CY 
2011  OPPS  market  basket  update  of  2.15 
percent.  The  applicable  percentage 
increase  for  FY  2011  published  in  the 


IPPS  final  rule  on  August  16,  2010,  is 
2.35  percent  (75  FR  50352),  which  is  the 
2.6  percent  market  basket  update,  less 
the  0.25  percentage  point  reduction 
required  by  the  Affordable  Care  Act.  We 
announced  the  CY  2010  OPPS 
conversion  factor  of  $67,241  in  an 
OPPS/ASC  notice  (CMS  1504-N),  issued 
in  the  Federal  Register  on  August  3, 

2010  (75  FR  45771).  Hospitals  that  fail 
to  meet  the  reporting  requirements  of 
the  Hospital  Clutpatient  Quality  Data 
Reporting  Program  (HOP  QDRP)  are 
subject  to  a  reduction  of  2.0  percentage 
points  from  the  OPD  fee  schedule 
increase  factor  adjustment  to  the 
conversion  factor.  For  a  complete 
discussion  of  the  HOP  QDRP 
requirements  and  the  payment 
reduction  for  hospitals  that  fail  to  meet 
those  requirements,  we  refer  readers  to 
section  XVI.  of  this  final  rule  with 
comment  period. 

To  set  the  OPPS  conversion  factor  for 
CY-  2011,  we  increased  the  CY  2010 
coi^v'ersion  factor  of  $67,241  by  2.35 
percent.  In  accordance  with  section 
1833(t)(9)(B)  of  the  Act,  we  further 
adjusted  the  conversion  factor  for  CY 

2011  to  ensure  that  any  revisions  we 
make  to  the  updates  for  a  revised  wage 
index  and  rural  adjustment  are  made  on 
a  budget  neutral  basis.  We  calculated  an 
pverall  budget  neutrality  factor  of 
1.0009  for  wage  index  changes  by 
comparing  total  payments  from  our 
simulation  model  using  the  FY  2011 
IPPS  final  wage  indices  to  those 
payments  using  the  current  (FY  2010) 
IPPS  wage  indices,  as  adopted  on  a 
calendar  year  basis  for  the  OPPS,  as 
indicated  in  the  August  3,  2010  OPPS/ 
ASC  Federal  Register  notice 
announcing  Affordable  Care  Act 
changes  to  the  wage  indices  (CMS- 
1504-N,  75  FR  45771).  For  CY  2011,  as 
we  proposed,  we  are  not  making  a 
change  to  our  rural  adjustment  policy. 
Therefore,  the  budget  neutrality  factor 
for  the  rural  adjustment  is  1.0000.  For 
CY  2011,  w'e  are  not  finalizing  a  cancer 
hospital  adjustment  policy,  as  discussed 
in  section  II.G.  of  this  final  rule  with 
comment  period,  and,  therefore,  would 
not  have  a  budget  neutrality  adjustment 
for  that  policy. 

For  this  final  rule  with  comment 
period,  we  estimated  that  pass-through 
spending  for  both  drugs  and  biologicals 
and  devices  for  CY  2011  would  equal 
approximately  $57.7  million,  which 
represents  0.15  percent  of  total 
projected  CY  2011  OPPS  spending. 
Therefore,  the  conversion  factor  was 
also  adjusted  by  the  difference  between 
the  0.14  percent  estimate  of  pass¬ 
through  spending  for  CY  2010  and  the 
0.15  percent  estimate  of  CY  2011  pass¬ 
through  spendiiig.  Finally,  estimated 


payments  for  outliers  remain  at  1.0 
percent  of  total  OPPS  payments  for  CY 
2011.  . 

The  OPD  fee  schedule  increase  factor 
of  2.35  percent  for  CY  2011  (that  is,  the 
CY  2011  estimate  of  the  hospital  market 
basket  increase  of  2.6  percent  minus  a 
0.25  percentage  point  adjustment  as 
required  by  the  Affordable  Care  Act), 
the  required  wage  index  budget 
neutrality  adjustment  of  approximately 
1.0009,  and  the  adjustment  of  0.01 
percent  of  projected  OPPS  spending  for 
the  difference  in  the  pass-through 
spending  resulted  in  a  conversion  factor 
for  CY  2011  of  $68,876,  which  reflects 
the  full  OPD  fee  schedule  increase,  after 
the  adjustment  required  by  the 
Affordable  Care  Act.  To  calculate  the  CY 
2011  reduced  market  basket  conversion 
factor  for  those  hospitals  that  fail  to 
meet  the  requirements  of  the  HOP  QDRP 
for  the  full  CY  2011  payment  update,  we 
made  all  other  adjustments  discussed 
above,  but  used  a  reduced  market  basket 
increase  update  factor  of  0.35  percent 
(that  is,  an  unadjusted  OPD  fee  schedule 
increase  factor  (market  basket  update)  of 
2.6  percent  reduced  by  0.25  percentage 
point  as  required  by  the  Affordable  Care 
Act  and  further  reduced  by  2.0 
percentage  points  as  required  by  section 
1833(t)(17)(A)(i)  of  the  Act  for  failure  to 
comply  with  the  OPD  quality  reporting 
requirements) .  This  resulted  in  a 
reduced  conversion  factor  for  CY  2011 
of  $67,530  for  those  hospitals  that  fail  to 
meet  the  HOP  QDRP  requirements  (a 
difference  of  -$1,346  in  the  conversion 
factor  relative  to  those  hospitals  that 
met  the  HOP  QDRP  requirements). 

As  we  mentioned  above,  in 
accordance  with  section 
1833(t)(3)(C)(iv)  of  the  Act,  each  year  we 
update  the  OPPS  conversion  factor  by 
an  OPD  fee  schedule  increase  factor.  For 
purposes  of  section  1833(t)(3)(C)(iv)  of 
the  Act,  subject  to  sections  1833(t)(17) 
and  1833(t)(3)(F)  of  the  Act,  the  OPD  fee 
schedule  increase  factor  is  equal  to  the 
market  basket  percentage  increase 
applicable  under  section  , 

1886(b)(3)(B)(iii)  of  the  Act  to  hospital 
discharges  occurring  during  the  fiscal 
year  ending  in  such  year,  reduced  by  1 
percentage  point  for  such  factor  for 
services  furnished  in  each  of  2000  and 
2002. 

For  hospitals  that  do  not  meet  the 
HOP  QDRP  reporting  requirements 
discussed  in  section  XVI.  of  this  final 
rule  with  comment  period,  the  update  is 
equal  to  the  OPD  fee  schedule  increase 
factor  less  an  additional  2.0  percentage 
points.  In  accordance  with  these 
statutory  provisions,  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60419),  we  finalized  an 
OPD  fee  schedule  increase  factor  equal 
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to  the  IPPS  full  market  basket  update  of 
2.1  percent.  Hospitals  that  failed  to  meet 
the  HOP  QDRP  reporting  requirements 
were  subject  to  a  reduced  OPD  fee 
schedule  increase  factor  of  0.1  percent. 

We  note  that  sections  1833(t)(3)(F)(ii) 
and  1833(t)(3)(G)(i)  of  the  Act,  as  added 
by  section  3401(i)  of  the  Affordable  Care 
Act  and  as  amended  by  section  10319(g) 
and  section  1105(e)  of  such  Act,  require 
that,  after  determining  the  OPD  fee 
schedule  increase  factor,  the  Secretary 
shall  reduce  such  factor  for  CY  2010  by 
0.25  percentage  point.  Therefore,  the 
reduction  of  0.25  percentage  point 
applied  to  the  full  IPPS  hospital 
operating  market  basket  increase  factor 
of  2.1  percent  results  in  a  revised  OPD 
fee  schedule  increase  factor  of  1.85 
percent.  For  hospitals  that  do  not  meet 
the  HOP  QDRP  reporting  requirements, 
the  update  is  equal  to  the  OPD  fee 
schedule  increase  factor,  less  the 
additional  0.25  percentage  point » 
required  by  sections  1833(t)(3)(F)(ii)  and 
1833(t)(3)(G)(i)  of  the  Act,  minus  2.0 
percentage  points.  New  section 
1833(t)(3)(F)  of  the  Act  further  states 
that  the  application  of  section 
1833(t)(3)(F)  of  the  Act  may  result  in  the 
OPD  fee  schedule  increase  factor  under 
section  1833(t)(3)(C)(iv)  of  the  Act  being 
less  than  zero  for  a  given  year.  Thus,  the 
CY  2010  OPD  fee  schedule  increase 
factor  was  1.85  percent  (that  is,  2.1 
percent  minus  0.25  percentage  point)  for 
hospitals  that  met  the  HOP  QDRP 
reporting  requirements  and  negative 
0.15  percent  (2.1  percent,  less  the  0.25 
percentage  point,  minus  the  2.0 
percentage  points)  for  hospitals  failing 
to  meet  the  HOP  QDRP  reporting 
requirements. 

As  with  the  CY  2010  OPD  fee 
schedule  increase  factor,  new  sections 
1833(t)(3)(F)(ii)  and  {t)(3)(G)(i)  of  the 
Act  require  that  the  CY  2011  OPD  fee 
schedule  increase  factor  be  reduced  by 
0.25  percentage  point,  subject  to  the 
hospital  submitting  quality  infolmation 
under  rules  established  by  the  Secretary 
in  accordance  with  section  1833(t)(17) 
of  the  Act.  For  hospitals  that  do  not 
meet  the  HOP  QDRP  reporting 
requirements,  the  update  is  equal  to  the 
OPD  fee  schedule  increase  factor  minus 
0.25  percentage  point  minus  2.0 
percentage  points’.  Section  1833(t)(3)(F) 
of  the  Act  further  states  that  this 
amendment  may  result  in  the  applicable 
percentage  increase  being  less  than  zero. 

In  the  FY  2011 IPPS/LTCH  final  rule 
(75  FR  50352),  consistent  with  current 
law,  based  on  IHS  Global  Insight,  Inc.’s 
second  quarter  2010  forecast  of  the  FY 
2011  market  basket  increase,  we 
estimated  that  the  FY  2011  IPPS  market 
basket  update  is  2.6  percent.  However, 
consistent  with  the  amendments  to 


sections  1833(t)(3)(F)(ii)  and  (t)(3)(G)(i) 
of  the  Act,  we  are  required  to  reduce  the 
OPD  fee  schedule  increase  factor  by  0.25 
percentage  point.  Therefore,  the  market 
basket  update  to  the  CY  2011  OPD  fee 
schedule  increase  factor  is  2.35  percent 
(that  is,  the  CY  2011  estimate  of  the 
OPD  fee  schedule  increase  factor  of  2.6 
percent  minus  0.25  percentage  point). 

For  hospitals  that  do  not  meet  the  HOP 
QDRP  reporting  requirements,  the 
update  to  the  OPPS  conversion  factor  is 
0.35  percent  (that  is,  the  adjusted  CY 
2011  estimate  of  the  market  basket  rate- 
of  increase  of  2.35  percent  minus  2.0 
percentage  points). 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46226),  w'e  proposed  to 
revise  §419.32(b)(l)(iv)  of  the 
regulations  to  reflect  requirements  of  the 
Affordable  Care  Act  for  a  0.25 
percentage  point  reduction  to  the  OPPS 
fee  schedule  increase  factor  for  each  of 
CY  2010  and  CY  2011. 

Comment:  One  commenter  supported 
the  increase  in  the  proposed  conversion 
factor,  which  was  updated  by  the 
market  basket. 

Response:  We  appreciate  the 
commenter’s  support. 

After  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
our  proposed  changes  to 
§419.32(b)(l)(iv),  without  modification, 
to  reflect  requirements  of  the  Affordable 
Care  Act  for  a  0.25  percentage  point 
reduction  to  the  OPPS  fee  schedule 
increase  factor  for  each  of  CY  2010  and 
CY  2011.  We  are  finalizing  our  CY  2011 
proposal,  without  modification,  to 
update  the  OPPS  conversion  factor  by 
the  FY  2011  OPD  fee  schedule  increase 
factor,  which  is  set  at  the  IPPS  market 
basket  percentage  increase  of  2.6 
percent  minus  the  0.25  percentage  point 
reduction  required  under  the  Affordable 
Care  Act,  resulting  in  a  final  full 
conversion  factor  of  $68,876  and  in  a 
reduced  conversion  factor  of  $67,530  for 
those  hospitals  that  fail  to  meet  the  HOP 
QDRP  reporting  reqifirements  for  the 
full  CY  2011  payment  update. 

C.  Wage  Index  Changes 

Section  1833(t)(2)(D)  of  the  Act 
requires  the  Secretary  to  determine  a 
wage  adjustment  factor  to  adjust,  for 
geographic  wage  differences,  the  portion 
of  the  OPPS  payment  rate,  which 
includes  the  copayment  standardized 
amount,  that  is  attributable  to  labor  and 
labor-related  cost.  This  adjustment  must 
be  made  in  a  budget  neutral  manner  and 
budget  neutrality  is  discussed  in  section 
II.B.  of  this  final  rule  with  comment 
period. 

The  OPPS  labor-related  share  is  60 
percent  of  the  national  OPPS  payment. 
This  labor-related  share  is  based  on  a 


regression  analysis  that  determined  that, 
for  all  hospitals,  approximately  60 
percent  of  the  costs  of  services  paid 
under  the  OPPS  were  attributable  to 
wage  costs.  We  confirmed  that  this 
labor-related  share  for  outpatient 
services  is  still  appropriate  during  our 
regression  analysis  for  the  payment 
adjustment  for  rural  hospitals  in  the  CY 
2006  OPPS  final  rule  with  comment 
period  (70  FR  68553).  Therefore,  in  the 
CY  2011  OPPS/ASC  proposed  rule  (75 
FR  46226),  we  did  not  propose  to  revise 
this  policy  for  the  CY  2011  OPPS.  We 
refer  readers  to  section  II.H.  of  this  final 
rule  with  comment  period  for  a 
description  and  example  of  how  the 
wage  index  for  a  particular  hospital  is 
used  to  determine  the  payment  for  the 
hospital. 

As  discussed  in  section  II.A.2.C.  of 
this  final  rule  with  comment  period,  for 
estimating  national  median  APC  costs, 
we  standardize  60  percent  of  estimated 
claims  costs  for  geographic  area  wage 
variation  using  the  same  FY  2011  pre¬ 
reclassified  wage  index  that  the  IPPS 
uses  to  standardize  costs.  This 
standardization  process  removes  the 
effects  of  differences  in  area  wage  levels 
from  the  determination  of  a  national 
unadjusted  OPPS  payment  rate  and  the 
copayment  amount. 

As  published  in  the  original  OPPS 
April  7,  2000  final  rule  with  comment 
period  (65  FR  18545),  the  OPPS  has 
consistently  adopted  the  final  fiscal  year 
IPPS  wage  index  as  the  calendar  year 
wage  index  for  adjusting  the  OPPS 
standard  payment  amounts  for  labor 
market  differences.  Thus,  the  wage 
index  that  applies  to  a  particular  acute 
care  short-stay  hospital  under  the  IPPS 
would  also  apply  to  that  hospital  under 
the  OPPS.  As  initially  explained  in  the 
September  8,  1998  OPPS  proposed  rule, 
we  believed  and  continue  to  believe  that 
using  the  IPPS  wage  index  as  the  source 
of  an  adjustment  factor  for  the  OPPS  is 
reasonable  and  logical,  given  the 
inseparable,  subordinate  status  of  the 
HOPD  within  the  hospital  overall.  In 
accordance  with  section  1886(d)(3)(E)  of 
the  Act,  the  IPPS  wage  index  is  updated 
annually.  Therefore,  in  accordance  with 
our  established  policy,  we  proposed  to 
use  the  final  FY  2011  version  of  the 
IPPS  wage  index  used  to  pay  IPPS 
hospitals  to  adjust  the  CY  2011  OPPS 
payment  rates  and  copayment  amounts 
for  geographic  differences  in  labor  cost 
for  all  providers  that  participate  in  the 
OPPS,  including  providers  that  are  not 
paid  under  the  IPPS  (referred  to  in  this 
section  as  “non-IPPS”  providers). 

The  Affordable  Care  Act  contains  a 
number  of  provisions  affecting  the  FY 
2011  IPPS  wage  index  values,  including 
revisions  to  the  reclassification  wage 
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comparability  criteria  that  were 
finalized  in  the  FY  2009  IPPS  final  rule 
(73  FR  48568  through  48570),  and  the 
application  of  rural  floor  budget 
neutrality  on  a  national,  rather  than 
State-specific,  basis  through  a  uniform, 
national  adjustment  to  the  area  wage 
index.  These  specific  provisions  are 
discussed  in  more  detail  in  the 
supplemental  FY  2011  IPPS/LTCH  PPS 
proposed  rule  published  on  June  2,  2010 
in  the  Federal  Register  (75  FR  30920) 
and  in  the  FY  2011  IPPS/LTCH  PPS 
final  rule  which  appears  in  the  August 
16,  2010  issue  of  the  Federal  Register 
(75  FR  50159).  The  Affordable  Care  Act 
also  required  CMS  to  establish  an 
adjustment  to  create  a  wage  index  floor 
of  1.00  for  hospitals  located  in  States  ^ 
determined  to  be  frontier  States  (section 
10324).  We  discuss  this  provision  and 
how  it  applies  to  hospital  outpatient 
departments  in  more  detail  below. 

Section  10324  of  the  Affordable  Care 
Act  specifies  that,  for  services  furnished 
beginning  CY  2011,  the  wage 
adjustment  factor  applicable  to  any 
hospital  outpatient  department  that  is 
located  in  a  frontier  State  (as  defined  in 
section  1886(d)(3)(E)(iii)(II)  of  the  Act) 
may  not  be  less  than  1.00.  Further, 
section  10324  states  that  this  adjustment 
to  the  wage  index  for  these  outpatient 
departments  should  not  be  made  in  a 
budget  neutral  manner.  As  such,  for  the 
CY  2011  OPPS,  we  proposed  to  adjust 
the  wage  index  for  all  HOPDs,  including 
those  providers  that  are  not  paid  under 
the  IPPS,  which  are  identified  as  being 
located  in  a  frontier  State,  in  the  manner 
specified  in  the  Affordable  Care  Act. 
Specifically,  we  proposed  to  adjust  the 
FY  2011  IPPS  wage  index,  as  adopted 
on  a  calendar  year  basis  for  the  OPPS, 
for  all  hospitals  paid  under  the  OPPS, 
including  non-IPPS  hospitals,  located  in 
a  frontier  State  to  1.00  in  instances 
where  the  assigned  FY  2011  wage  index 
(that  reflects  MGCRB  reclassifications, 
application  of  the  rural  floor  and  rural 
floor  budget  neutrality  adjustment)  for 
these  hospitals  is  less  than  1.00.  Similar 
to  our  current  policy  for  HOPDs  that  are 
affiliated  with  multicampus  hospital 
systems,  we  fully  expect  that  the  HOPD 
would  receive  a  wage  index  based  on 
the  geographic  location  of  the  specific 
inpatient  hospital  with  which  it  is 
associated.  Therefore,  if  the  associated 
hospital  is  located  in  a  frontier  State,  the 
wage  index  adjustment  applicable  for 
the  hospital  would  also  apply  for  the 
affiliated  HOPD.  We  refer  readers  to  the 
FY  2011  IPPS/LTCH  PPS  final  rule  (75 
FR  50160)  for  a  detailed  discussion 
regarding  this  provision,  including  our 
methodology  for  identifying  which  areas 
meet  the  definition  of  frontier  States  as 


provided  for  in  section 
1886(d)(3)(E)(iii)(Il))  of  the  Act. 

Comment:  Commenters  supported 
CMS’  frontier  State  wage  index 
proposal. 

Response:  We  appreciate  the 
commenters’  support. 

After  consideration  of  the  comments 
we  received,  we  are  finalizing  our 
proposal,  without  modification,  to 
adjust  the  FY  IPPS  2011  wage  index,  as 
adopted  on  a  calendar  year  basis  for  the 
OPPS,  for  all  hospitals  paid  under  the 
OPPS,  including  non-IPPS  hospitals, 
located  in  a  frontier  State  to  1.00  in 
instances  where  the  assigned  final  FY 
2011  wage  index  (that  reflects  MGCRB 
reclassifications,  application  of  the  rural 
floor  and  rural  floor  budget  neutrality 
adjustment)  for  these  hospitals  is  less 
than  1.00. 

In  addition,  in  the  CY  2011  OPPS/ 

ASC  proposed  rule  (75  FR  46227),  we 
proposed  to  revise  42  CFR  419.43(c)  of 
the  regulations  to  incorporate  the 
amendments  made  by  section  10324  of 
the  Affordable  Care  Act.  Specifically, 
we  proposed  to  include  a  provision 
under  a  new  paragraph  (c)(2)  of  §419.43 
to  state  that,  for  services  furnished 
beginning  January  1,  2011,  the  Wage 
adjustment  factor  referenced  in  the 
existing  regulations  applicable  to  any 
HOPD  that  is  located  in  a  frontier  State, 
as  defined  in  the  statute  and  regulations, 
may  not  be  less  than  1.00.  We  also 
proposed  to  add  a  new  paragraph  (c)(3) 
to  §419.43  to  not  consider  these 
additional  payments  in  budget 
neutrality  calculations. 

We  did  not  receive  any  public 
comments  concerning  our  proposal  to 
revise  §  419.43(c)  of  the  regulations  to 
incorporate  the  amendments  made  by 
section  10324  of  the  Affordable  Care 
Act.  Therefore,  we  are  finalizing  our 
proposed  revisions  to  §  419.43(c)(2)  and 
(c)(3)  without  modification. 

In  addition  to  the  changes  required  by 
the  Affordable  Care  Act,  we  note  that 
the  FY  2011  IPPS  w«ge  indices  continue 
to  reflect  a  number  of  adjustments 
implemented  over  the  past  few  years, 
including,  but  not  limited  to,  revised 
Office  of  Management  and  Budget 
(OMB)  standards  for  defining 
geographic  statistical  areas  (Core-Based 
Statistical  Areas  or  CBS  As), 
reclassification  of  hospitals  to  different 
geographic  areas,  rural  floor,  provisions, 
an  adjustment  for  out-migration  labor 
patterns,  an  adjustment  for  occupational 
mix,  and  a  policy  for  allocating  hourly 
wage  data  among  campuses  of 
multicampus  hospital  systems  that  cross 
CBSAs.  We  refer  readers  to  the  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR  50157 
through  50180)  for  a  detailed  discussion 
of  all  changes  to  the  final  FY  2011  IPPS 


wage  indices,  including  changes 
required  by  the  Affordable  Care  Act.  In 
addition,  we  refer  readers  to  the  CY 
2005  OPPS  final  rule  with  comment 
period  (69  FR  65842  through  65844)  and 
subsequent  OPPS  rules  for  a  detailed 
discussion  of  the  history  of  these  wage 
index  adjustments  as  applied  under  the 
OPPS. 

The  IPPS  wage  index  that  we  are 
adopting  in  this  final  rule  with 
comment  period  includes  all 
reclassifications  that  are  approved  by 
the  Medicare  Geographic  Classification 
Review  Board  (MGCRB)  for  FY  2011. 

We  note  that  reclassifications  under 
section  508  of  Public  Law  108-173  and 
certain  special  exception  wage  indices 
that  were  extended  by  section  106(a)  of 
Public  Law  109-432  (MIEA — TRHCA) 
and  section  117  (a)(1)  of  Public  Law 
110-173  (MMSEA)  were  set  to  terminate 
September  30,  2008,  but  were  further 
extended  by  section  124  of  Public  Law 
110-275  (MIPPA)  through  September 
30,  2009,  and,  most  recently,  by  section 
3137,  as  amended  by  section  10317,  of 
the  Affordable  Care  Act  through 
September  30,  2010.  We  did  not  make 
any  proposals  related  to  these 
provisions  for  the  CY  2010  OPPS  wage 
index  because  the  Affordable  Care  Act 
was  enacted  after  issuance  of  the  CY 
2010  OPPS/ASC  proposed  and  final 
rules.  In  accordance  with  section  10317 
of  the  Affordable  Care  Act,  for  CY  2010, 
we  adopted  all  section  508  geographic 
reclassifications  through  September  30, 
2010.  Similar  to  our  treatment  of  section 
508  reclassifications  extended  under 
Public  Law  110-173  (MMSEA)  as 
described  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68586),  hospitals  with  section  508 
reclassifications  will  revert  to  their 
home  area  wage  index,  with  out¬ 
migration  adjustment  if  applicable,  or  a 
current  MGCRB  reclassification,  for  the 
last  quarter  of  CY  2010  (October  1,  2010 
to  December  31,  2010).  In  addition,  as 
we  did  for  CY  2009,  we  will  recognize 
the  revised  wage  index  values  for 
certain  special  exception  hospitals  from 
January  1,  2010  through  December  31, 
2010,  under  the  OPPS,  in  order  to  give 
these  hospitals  the  special  exception 
wage  indices  under  the  OPPS  for  the 
same  time  period  as  under  the  IPPS.  We 
refer  readers  to  the  section  508 
reclassification  discussion  in  the  FY 
2010  IPPS/LTCH  PPS  notice  issued  in 
the  Federal  Register  on  June  2,  2010  (75 
FR  31118)  for  a  detailed  discussion  of 
the  changes  to  the  wage  indices  as 
required  by  section  10317  of  the 
Affordable  Care  Act.  We  also  discuss  the 
impact  of  the  extension  of 
reclassifications  under  section  508  and 
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special  exception  wage  indices  in  the 
OPPS/ASC  notice  (CMS— 1504-N) 
published  in  the  Federal  Register  on 
August  3,  2010  (75  FR  45771).  Because 
the  provisions  of  section  10317  of  the 
Affordable  Care  Act  expire  in  2010 
(September  30,  2010)  and  are  not 
applicable  to  FY  2011,  as  we  proposed, 
we  are  not  making  any  changes  related 
to  those  provisions  for  the  OPPS  wage 
indices  for  CY  2011. 

For  purposes  of  the  OPPS,  as  yve 
proposed  in  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46228),  we  are 
continuing  our  policy  in  CY  2011  to 
allow  non-IPPS  hospitals  paid  under  the 
OPPS  to  qualify  for  the  out-migration 
adjustment  if  they  are  located  in  a 
section  505  out-migration  county.  We 
note  that  because  non-IPPS  hospitals 
cannot  reclassify,  they  are  eligible  for 
the  out-migration  wage  adjustment. 

Table  4J  in  the  FY  2011 IPPS/LTCH  PPS 
final  rule  (75  FR  50540)  identifies 
counties  eligible  for  the  out-migration 
adjustment  and  providers  receiving  the 
adjustment.  As  we  have  done  in  prior 
years,  we  are  reprinting  Table  4)  as 
Addendum  L  to  this  final  rule  with 
comment  period  with  the  addition  of 
non-IPPS  hospitals  that  will  receive  the 
section  505  out-migration  adjustment 
under  the  CY  2011  OPPS. 

As  stated  earlier  in  this  section,  we 
continue  to  believe  that  using  the  IPPS 
wage  index  as  the  source  of  an 
adjustment  factor  for  the  OPPS  is 
reasonable  and  logical,  given  the 
inseparable,  subordinate  status  of  the 
HOPD  within  the  hospital  overall. 
Therefore,  as  we  proposed,  we  are  using 
the  final  FY  2011  IPPS  wage  indices  for 
calculating  OPPS  payments  in  CY  2011. 
With  the  exception  of  the  out-migration 
wage  adjustment  table  (Addendum  L  to 
this  final  rule  with  comment  period), 
which  includes  non-IPPS  hospitals  paid 
under  the  OPPS,  we  are  not  reprinting 
the  FY  2011  IPPS  final  wage  indices 
referenced  in  this  discussion  of  the 
wage  index.  We  refer  readers  to  the  CMS 
Web  site  for  the  OPPS  at:  http:// 

WMTv.  cms.gov/Hospi  talOutpatien  tPPS/. 
At  this  link,  readers  will  find  a  link  to 
the  FY  2011  IPPS  final  wage  index 
tables. 

Comment:  Several  commenters 
expressed  support  for  the  CMS  proposal 
to  extend  the  IPPS  wage  indites  to  the 
OPPS  in  CY  2011,  consistent  with  prior 
year  policies  under  the  OPPS. 

Response:  We  appreciate  the 
commenters’  support  of  our  proposed 
CY  2011  wage  index  policies. 

Comment:  One  commenter 
recommended  that  CMS  incorporate  a 
different  labor-related  share  for  APCs 
with  high  device  or  supply  costs.  The 
commenter  suggested,  based  on  its 


internal  data  analysis,  that  a  labor- 
related  share  of  20  percent,  rather  than 
the  current  labor-related  share  of  60 
percent,  would  be  more  appropriate  for 
these  APCs. 

Response:  We  do  not  believe  it  is 
appropriate  to  vary  the  percentage  of  the 
national  payment  that  is  wage  adjusted 
for  different  services  provided  under  the 
OPPS.  Such  a  change  could  not  be 
considered  without  first  assessing  its 
impact  on  the  OPPS  labor-related  share 
calculation.  The  OPPS  labor-related 
share  of  60  percent  was  determined 
through  regression  analyses  conducted 
for  the  initial  OPPS  proposed  rule  (63  • 
FR  47581)  and  confirmed  for  the  CY 
2006  OPPS  final  rule  with  comment 
period  (70  FR  68556).  The  labor-related 
share  is  a  provider-level  adjustment 
based  on  the  relationship  between  the 
labor  input  costs  and  a  provider’s 
average  OPPS  unit  cost,  holding  all 
other  things  constant.  While  numerous 
individual  services  may  have  variable 
labor  shares,  these  past  analyses 
identified  60  percent  as  the  appropriate 
labor-related  share  across  all  types  of 
outpatient  services  and  are  the  basis  for 
our  current  policy.  The  provider-level 
adjustment  is  an  aggregate,  not  service- 
specific,  adjustment;  it  addresses 
payment  for  almost  all  services  paid 
under  the  OPPS. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  use  the  final 
FY  2011  IPPS  wage  indices  to  adjust  the 
OPPS  standard  payment  amounts  for 
labor  market  differences. 

D.  Statewide  Average  Default  CCRs 

In  addition  to  using  CCRs  to  estimate 
costs  from  charges  on  claims  for 
ratesetting,  CMS  uses  overall  hospital- 
specific  CCRs  calculated  from  the 
hospital’s  most  recent  cost  report  to 
determine  outlier  payments,  payments 
for  pass-through  devices,  and  monthly 
interim  transitional  corridor  payments 
under  the  OPPS  during  the  PPS  year. 
Medicare  contractors  cannot  calculate  a 
CCR  for  some  hospitals  because  there  is 
no  cost  report  available.  For  these 
hospitals,  CMS  uses  the  statewide 
average  default  CCRs  to  determine  the 
payments  mentioned  above  until  a 
hospital’s  Medicare  contractor  is  able  to 
calculate  the  hospital’s  actual  CCR  from 
its  most  recently  submitted  Medicare 
cost  report.  These  hospitals  include,  but 
are  not  limited  to,  hospitals  that  are 
new,  have  not  accepted  assignment  of 
an  existing  hospital’s  provider 
agreement,  and  have  not  yet  submitted 
a  cost  report.  CMS  also  uses  the 
statewide  average  default  CCRs  to 
determine  payments  for  hospitals  that 


appear  to  have  a  biased  CCR  (that  is,  the 
CCR  falls  outside  the  predetermined 
ceiling  threshold  for  a  valid  CCR)  or  for 
hospitals  whose  most  recent  cost  report 
reflects  an  all-inclusive  rate  status 
(Medicare  Claims  Processing  Manual 
(Pub.  100-04),  Chapter  4,  Section 
10.11).  As  we  proposed,  in  this  final 
rule  with  comment  period,  we  are 
updating  the  default  ratios  for  CY  2011 
using  the  most  recent  cost  report  data. 

We  discuss  our  policy  for  using  default 
CCRs,  including  setting  the  ceiling 
threshold  for  a  valid  CCR,  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68594  through 
68599)  in  the  context  of  our  adoption  of 
an  outlier  reconciliation  policy  jor  cost 
reports  beginning  on  or  after  January  1 , 
2009. 

For  CY  2011,  as  proposed,  we  are 
continuing  to  use  our  standard 
methodology  of  calculating  the 
statewide  average  default  CCRs  using 
the  same  hospital  overall  CCRs  that  we 
use  to  adjust  charges  to  costs  on  claims 
data  for  setting  the  CY  2011  OPPS 
relative  weights. 'Table  9  published  in 
the  CY  2011  OPPS/ASC  proposed  rule 
listed  the  proposed  CY  2011  default 
urban  and  rural  CCRs  by  State  and 
compared  them  to  last  year’s  default 
CCRs.  These  proposed  CCRs  represented 
the  ratio  of  total  costs  to  total  charges  for 
those  cost  centers  relevant  to  outpatient 
services  from  each  hospital’s  most 
recently  submitted  cost  report,  weighted 
by  Medicare  Part  B  charges.  We  also 
adjusted  ratios  from  submitted  cost 
reports  to  reflect  final  settled  status  by 
applying  the  differential  between  settled 
to  submitted  overall  CCR  for  the  cost 
centers  relevant  to  outpatient  services 
from  the  most  recent  pair  of  final  settled 
and  submitted  cost  reports.  We  then 
weighted  each  hospital’s  CCR  by  the 
volume  of  separately  paid  line-items  on 
hospital  claims  corresponding  to  the 
year  of  the  majority  of  cost  reports  used 
to  calculate  the  overall  CCRs.  We  refer 
readers  to  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR  66680 
through  66682)  and  prior  OPPS  rules  for 
a  more  detailed  discussion  of  our 
established  methodology  for  calculating 
the  statewide  average  default  CCRs, 
including  the  hospitals  used  in  our 
calculations  and  our  trimming  criteria. 

We  did  not  receive  any  public 
comments  on  our  CY  2011  proposal.  We 
are  finalizing  our  proposal  to  apply  our 
standard  methodology  of  calculating  the 
statewide  average  default  CCRs  using 
the  same  hospital  overall  CCRs  that  we 
used  to  adjust  charges  to  costs  on  claims 
data.  We  used  this  methodology  to 
calculate  the  statewide  average  default 
CCRs  listed  in  Table  15  below. 
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For  this  CY  2011  OPS/ASC  final  rule 
with  comment  period,  approximately  47 
percent  of  the  submitted  cost  reports 
utilized  in  the  default  ratio  calculations 
represented  data  for  cost  reporting 
periods  ending  in  CY  2009  and  52 
percent  were  for  cost  reporting  periods 
ending  in  CY  2008.  For  Maryland,  we 
used  an  overall  weighted  average  CCR 


for  all  hospitals  in  the  nation  as  a 
substitute  for  Maryland  CCRs.  Few 
hospitals  in  Maryland  are  eligible  to 
receive  payment  under  the  OPPS,  which 
limits  the  data  available  to  calculate  an 
accurate  and  representative  CCR.  In 
general,  observed  changes  in  the 
statewide  average  default  CCRs  between 
CY  2010  and  CY  2011  were  modest  and 


the  few  significant  changes  are 
associated  with  areas  that  have  a  small 
number  of  hospitals. 

Table  15  below  list  the  finalized 
statewide  average  default  CCRs  for 
OPPS  services  furnished  on  or  after 
January  1,  2011. 


Table  15— CY  2011  Statewide  Average  CCRs 


' 

State 

1 

Urban/Rural 

Final 

CY  201 1 
default  CCR 

Previous  de¬ 
fault  CCR  (CY 

2010  OPPS 
final  rule) 

ALASKA- . 

. 

.  RURAL 

0.479 

0.499 

ALASKA  . 

.  URBAN 

0.315 

0.328 

ALABAMA  . 

.  RURAL 

0.212 

0.220 

ALABAMA  . 

. . 

.  URBAN 

0.193 

0.193 

ARKANSAS  . 

.  RURAL 

0.223 

0.251 

ARKANSAS  . 

.  URBAN 

0.282 

0.263 

ARIZONA  . 

.  RURAL 

0.231 

0.251 

ARIZONA  . 

. .  URBAN 

0.202 

0.217 

CALIFORNIA  . 

.  RURAL  1 

6.195 

0.208 

CALIFORNIA  . 

.  URBAN  i 

0.205 

0.210 

COLORADO  . 

.  RURAL 

0.350 

0.345 

COLORADO  . 

. * .  URBAN 

0.233 

0.255 

CONNECTICUT . 

.  RURAL 

0.356 

0.375 

CONNECTICUT . .* . 

.  URBAN 

0.291 

0.319 

DISTRICT  OF  COLUMBIA  . 

.  URBAN 

0.313 

0.324 

DELAWARE  . 

.  . RURAL 

0.279 

0.320 

DELAWARE  . 

.  URBAN 

0.362 

0.363 

FLORIDA  . 

.  RURAL 

0.185 

0.198 

FLORIDA . . . 

.  URBAN 

0.172 

0.184 

GEORGIA  ...; . 

.  RURAL 

0.246 

0.265 

GEORGIA  . 

.  URBAN 

0.220 

0.246 

HAWAII  . . 

.  RURAL 

0.356 

0.359 

HAWAII  . 

.  URBAN 

0.308 

0.307 

IOWA  . 

.  RURAL 

0.252 

0.332 

IOWA  . 

.  URBAN 

0.288 

0.302 

IDAHO . 

.  RURAL 

0.419 

0.507 

IDAHO . 

.  URBAN 

0.384 

0.409 

ILLINOIS  . 

.  RURAL 

0.251 

0.273 

ILLINOIS  . 

URBAN 

0.239 

0.253 

INDIANA  . 

.  RURAL 

0.302 

0.299 

INDIANA  . 

. .  URBAN 

0.270 

0.296 

KANSAS  . 

.  RURAL 

0.286 

0.291 

KANSAS  . 

.  URBAN 

0.215 

0.226 

KENTUCKY  . 

. 

.  RURAL 

0.220 

0.223 

KENTUCKY  . 

.  URBAN 

0.244 

0.254 

LOUISIANA . 

.  RURAL 

0.256 

0.271 

LOUISIANA . 

.  URBAN 

0.235 

0.259 

MARYLAND  . 

.  RURAL 

0.284 

0.294 

MARYLAND  . 

.  URBAN 

0.256 

0.267 

MASSACHUSETTS  . 

.  URBAN 

0.314 

0.323 

MAINE . 

.  RURAL 

0.460 

0.433 

MAINE . 

.  URBAN 

0.450 

0.452 

MICHIGAN  . 

.  RURAL 

0.312 

0.318 

MICHIGAN  . 

.  URBAN 

0.320 

0.320 

MINNESOTA .  . 

. . .  RURAL 

0.483 

0.502 

MINNESOTA . 

.  URBAN 

0.311 

0.330 

MISSOURI  . 

.  RURAL 

0.258 

0.266 

MISSOURI  . 

.  URBAN 

0.264 

0.270  - 

MISSISSIPPI . 

. .  RURAL 

0.229 

0.244 

MISSISSIPPI . 

.  URBAN 

0.182 

0.192 

MONTANA  . 

. . . 

.  RURAL 

0.444 

0.438 

MONTANA  . 

.  URBAN 

0.399 

0.462 

NORTH  CAROLINA . 

.  RURAL 

0.254 

0.270 

NORTH  CAROLINA . 

.  URBAN 

0.264 

0.285 

NORTH  DAKOTA  . 

RURAL 

0.351 

0.333 

NORTH  DAKOTA  . 

.  URBAN 

0.360 

0.361 

NEBRASKA  . 

. . . 

.  RURAL 

0.328 

0.340 

NEBRASKA  . 

.  URBAN 

0.259 

0260 

NEW  HAMPSHIRE  . 

.  RURAL 

0.323 

0.329 
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Table  15— CY  2011  Statewide  Average  CCRs 

—Continued 

i 

State 

Urban/Rural 

Final 

CY  201 1 
default  CCR 

Previous  de¬ 
fault  CCR  (CY 
2010  OPPS 
final  rule) 

NEW  HAMPSHIRE  . ; . 

URBAN 

0.290 

0.285 

NEW  JERSEY  . ^ . 

URBAN 

0.221  : 

0.235 

NEW  MEXICO  . ; . 

RURAL 

0.277 

0.259 

NEW  MEXICO  . 

URBAN  i 

0.307 

0.329 

NEVADA  . 

RURAL ■ 

0.269 

0.296 

NEVADA  . . . 

URBAN 

0  178 

0  187 

NEW  YORK  . 

RURAL i 

0.415 

0.423 

NEW  YORK  . 

URBAN 

0.375  ' 

0.383 

OHIO  . 

RURAL  I 

0.327 

0.350 

OHIO  . 

URBAN 

0.241  1 

0.250 

OKLAHOMA . ? . 

RURAL  I 

0.260 

0.267 

OKLAHOMA . 

URBAN  i 

0.208 

0.225 

OREGON  . . . . 

RURAL ’ 

0.306 

0.303 

OREGON  . . 

URBAN  : 

0.340 

0.344 

PENNSYLVANIA  . ; . . 

RURAL ’ 

0.275 

0.280 

PENNSYLVANIA  . ’. . 

URBAN 

0.210 

0.223 

PUERTO  RICO  : . 

URBAN 

0.505 

0.514 

RHODE  ISLAND  . . / . 

URBAN 

0.284 

:  0.299 

SOUTH  CAROLINA  . 

RURAL 

i  0.222 

0.232 

SOUTH  CAROLINA  . . ! . 

URBAN 

0.227 

0.242 

SOUTH  DAKOTA  . 

RURAL 

0.316 

i  0.320 

SOUTH  DAKOTA  . 

URBAN 

1  0.251 

;  0.261 

TENNESSEE  . ; . . . : . . . 

RURAL 

0  221 

0  233 

TENNESSEE  . 

URBAN 

0  204 

'  0  214 

TEXAS  ....; . 

RURAL 

!'  0.245 

0  251 

TEXAS  . . . ; . 

URBAN 

0  216 

1  0  222 

UTAH  . 

RURAL 

0  386 

0  397 

UTAH  . . 

URBAN 

i  0.362 

0.400 

VIRGINIA  . 

RURAL 

'  0.241 

0.242 

VIRGINIA  . ; . .‘ . 

URBAN 

;  0.263 

0.255 

VERMONT  . . 

RURAL 

i  0.411 

0.413 

VERMONT  . 

URBAN 

'  0.365 

0.397 

WASHINGTON  . ; . 

RURAL 

i  0.367 

0.365 

WASHINGTON  . ;. . . . 

URBAN 

1  0.327 

0.340 

WISCONSIN  . ;....; . 

RURAL 

0.412 

0.384 

WISCONSIN  . ; . 

URBAN 

i  0.334 

0.329 

WEST  VIRGINIA  . . . •. . 

RURAL 

0.291 

0.283 

WEST  VIRGINIA . 

URBAN 

i  0.337 

0.339 

WYOMING  . 

RURAL 

!  .  0.393 

0.407 

WYOMING  . . . 

URBAN 

i  0.296 

0.315 

E.  OPPS  Payment  to  Certain  Rural  and 
Other  Hospitals 

1.  Hold  Harmless  Transitional  Payment 
Changes  Made  by  Public  Law  110-275 
(MIPPA) 

When  the  OPPS  was  implemented, 
every  provider  was  eligible  to  receive  an 
additional  payment  adjustment  (called 
either  transitional  corridor  payments  or 
transitional  outpatient  payment  (TOPs)) 
if  the  payments  it  received  for  covered 
OPD  services  under  the  OPPS  were  less 
than  the  payments  it  would  have 
received  for  the  same  services  under  the 
prior  reasonable  cost -based  system 
(referred  to  as  the  pre-BBA  amount). 
Section  1833(t)(7)  of  the  Act  provides 
that  the  transitional  corridor  payments 
are  temporary  payments  for  most 
providers  and  were  intended  to  ease 
their  transition  from  the  prior 
reasonable  cost-based  payment  system 
to  the  OPPS  system.  There  are  two 


exceptions  to  this  provision,  cancer 
hospitals  and  children’s  hospitals,  and 
those  hospitals  receive  the  transitional 
corridor  payments  on  a  permanent 
basis.  Section  1833(t)(7)(D)(i)  of  the  Act 
originally  provided  for  transitional 
corridor  payments  to  rural  hospitals 
with  lOO'or  fewer  beds  for  covered  OPD 
services  furnished  before  January  1, 

2004.  However,  section  411  of  Public 
Law  108-173  amended  section 
1833(t)(7)(D)(i)  of  the  Act  to  extend 
these  payments  througli,December  31, 

2005,  for  rural  hospitals  with  100  or 
fewer  beds.  Section  411  also  extended 
the  transitional  corridor  payments  to 
sole  community  hospitals  (SCHs) 
located  in  rural  areas  for  services 
furnished  during  the  period  that  began 
with  the  provider’s  first  cost  reporting 
period  beginning  on  or  after  January  1 , 
2004,  and  ending  on  December  31,  2005. 
Accordingly,  the  authority  for  making 


transitional  corridor  payments  under 
section  1833(t)(7)(D)(i)  of  the  Act,  as 
amended  by  section  411  of  Public  Law 
108-173,  for  rural  hospitals  having  100 
or  fewer  beds  and  SCHs  located  in  rural 
areas  expired  on  December  31,  2005. 

Section  5105  of  Public  Law  109-171 
reinstituted  the  TOPs  for  covered  OPD 
services  furnished  on  or  after  January  1, 
2006,  and  before  January  1,  2009,  for 
rural  hospitals  having  100  or  fewer  beds 
that  are  not  SCHs.  When  the  OPPS 
payment  was  less  than  the  provider’s 
pre-BBA  amount,  the  amount  of 
payment  was  increased  by  95  percent  of 
the  amount  of  the  difference  between 
the  two  amounts  for  CY  2006,  by  90 
percent  of  the  amount  of  that  difference 
for  CY  2007,  and  by  85  percent  of  the 
amount  of  that  difference  for  CY  2008. 

For  CY  2006,  we  implemented  section 
5105  of  Public  Law  109-171  through 
Transmittal  877,  issued  on  February  24, 

2006.  In  the  Transmittal,  we  did  not 
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specifically  address  whether  TOPs 
apply  to  essential. access  community 
hospitals  (EACHs),  which  are 
considered  to  be  SCHs  under  section 
1886(d)(5){D)(iii)(III)  of  the  Act. 
Accordingly,  under  the  statute,  PJACHs 
are  treated  as  SCHs.  In  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68010),  we  stated  that 
EAliHs  were  not  eligible  for  TOPs  under 
Public  Law  109-171.  However,  we 
stated  they  were  eligible  for  the 
adjustment  for  rural  SCHs.  In  the  CY 
2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68010  and 
68228),  we  updated  §  41 9.70(d)  of  our 
regulations  to  reflect  the  requirements  of 
Public  Law  109-171. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  P’R  41461),  we  stated  that, 
effective  for  services  provided  on  or 
after  January  1,  2009,  rural  hospitals 
having  100  or  fewer  beds  that  are  not 
SCHs  would  no  longer  be  eligible  for 
TOPs,  in  accordance  with  section  510.5 
of  Public  Law  109-171.  However, 
subsequent  to  issuance  of  the  CY  2009 
OPPS/ASC  proposed  rule,  section  147  of 
Public  Law  110-275  amended  section 
1833(t)(7)(D)(i)  of  the  Act  by  extending 
the  period  of  TOPs  to  rural  hospitals 
w'ith  100  beds  or  fewer  for  1  year,  for 
services  provided  before  January  1, 

2010.  Section  147  of  Public  Law  110- 
275  also  extended  TOPs  to  SCHs 
(including  EACHs)  with  100  or  fewer 
beds  for  covered  OPD  services  provided 
on  or  after  January  1,  2009,  and  before 
Januar\f  1,  2010.  In  accordance  with 
section  147  of  Public  Law  110-275, 
when  the  OPPS  payment  is  less  than  the 
provider’s  pre-BBA  amount,  the  amount 
of  payment  is  increased  by  85  percent 
of  the  amount  of  the  difference  between 
the  two  payment  amounts  for  CY  2009. 

For  CY  2009,  w'e  revised  our 
regulations  at  §§  419.70(d)(2)  and  (d)(4) 
and  added  a  new'  paragraph  (dj(5)  to 
incorporate  the  provisions  of  section 
147  of  Public  Law  110-275.  In  addition, 
we  made  other  technical  changes  to 
§  419.70(d)(2)  to  more  precisely  capture 
our  existing  policy  and  to  correct  an 
inaccurate  cross-reference.  VVe  also 
made  technical  corrections  to  the  cross- 
references  in  paragraphs  (e),  (g),  and  (i) 
of  §419.70. 

For  CY  2010,  we  made  a  technical 
•  correction  to  the  heading  of 
§  419.70(d)(5)  to  correctly  identify  the 
policy  as  described  in  the  subsequent 
regulation  text.  The  paragraph  heading 
now  indicates  that  the  adjustment 
applies  to  small  SCHs,  rather  than  to 
rural  SCHs. 

In  the  CY  2010  OPPS/ASC  Final  rule 
with  comment  period  (74  FR  60425),  we 
stated  that,  effective  for  services 
provided  on  or  after  January  1,  2010, 


rural  hospitals  and  SCHs  (including 
EACHs)  haying  100  or  few^ei;  beds  would 
no  longer  be  eligible  for  TOPs,  in 
accordance  w'ith  section  147  of  Public 
Law  110-275.  However,  subsequent  to 
i.ssuance  of  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period,  section 
3121(a)  of  the  Affordable  Care  Act 
amended  section  1833(t)(7)(D)(i)(III)  of 
the  Act  by  extending  the  period  of  TOPs 
to  rural  hospitals  that  are  not  SCHs  with 
100  beds  or  fewer  for  1  year,  for  services 
provided  before  January  1,  2011.  Section 
3121(a)  of  the  Affordable  Care  Act 
amended  .section  1833(t)(7)(D)(i)(III)  of 
the  Act  and  extended  the  period  of 
TOPs  to  SCHs  (including  EACHs)  for  1 
year,  for  services  provided  before 
January  1,  2011,  with  section  3121(b)  of 
the  Affordable  Care  Act  removing  the 
100-bed  limitation  applicable  to  such 
SCHs  for  covered  OPD  services 
furnished  on  and  after  January  1,  2010, 
and  before  January  1,  2011.  In 
accordance  with  section  3121  of  the 
Affordable  Care  Act,  when  the  OPPS 
payment  is  less  than  the  provider’s  pre- 
BBA  amount,  the  amount  of  payment  is 
increased  by  85  percent  of  the  amount 
of  the  difference  between  the  two 
payment  amounts  for.CY  2010. 
Accordingly,  in  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46232),  we 
proposed  to  update  §  419.70(d)  of  the 
regulations  to  reflect  the  TOPs 
extensions  and  amendments  described 
in  section  3121  of  the  Affordable  Care 
•Act. 

We  did  not  receive  any  public 
comments  on  our  proposed  policy  for 
updating  the  language  in  §  419.70(d)  of 
the  regulations.  For  the  reasons  we 
specify  in  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46231-46232),  we 
are  finalizing  our  proposed  revisions  of 
§  419.70(d)  without  modification. 
Effective  for  services  provided  on  or 
after  January  1,  2011,  rural  hospitals 
having  lOO  or  fewer  beds  that  are  not 
SCHs  and  .SCHs  (including  EACHs)  will 
no  longer  be  eligible  for  hold  harmless 
TOPs,  in  accordance  with  section  3121 
of  the  Affordable  Care  Act. 

2.  Adjtistment  for  Rural  SCHs 
Implemented  in  CY  2006  Related  to 
Public  Law  108-173  (MMA) 

In  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68556).  we 
finalized  a  payment  increase  for  rural 
SCHs  of  7.1  percent  for  all  services  and 
procedures  paid  under  the  OPPS, 
excluding  drugs,  biologicals, 
brachytherapy  sources,  and  devices  paid 
under  the  pass-through  payment  policy 
in  accordance  with  section 
1833(t)(13)(B)  of  the  Act,  as  added  by 
section  411  of  Public  Law  108-173. 
Section  411  gave  the  Secretary  the 


authority  to  make  an  adjustment  to 
OPPS  payments  for  rural  hospitals, 
effective  January  1,  2006,  if  justified  by 
a  study  of  the  difference  in  costs  by  APC 
between  hospitals  in  rural  areas  and 
hospitals  in  urban  areas.  Our  analysis 
showed  a  difference  in  costs  for  rural 
SCHs.  Therefore,  for  the  CY  2006  OPPS, 
we  finalized  a  payment  adjustment  for 
rural  SCHs  of  7.1  percent  for  all  services 
and  procedures  paid  under  the  OPPS, 
excluding  separately  payable  drugs  and 
biologicals,  brachytherapy  sources,  and 
devices  paid  under  the  pass-through 
payment  policy.  In  accordance  with 
section  1833(t)(13)(B)  of  the  Act. 

In  CY  2007,  we  became  aware  that  we 
did  not  specifically  address  whether  the 
adjustment  applies  to  EACHs,  which  are 
considered  to  be  SCHs  under  section 
1886(d)(5)(D)(iii)(III)  of  the  Act.  Thus, 
under  the  .statute,  EACHs  are  treated  as 
SCHs.  Therefore,  in  the  CY  2007  OPPS/ 
ASC  final  rule  with  comment  period  (71 
FR  68010  and  68227),  for  purposes  of 
receiving  this  rural  adjustment,  we 
revised  §  419.43(g)  to  clarify  that  EACHs 
are  also  eligible  to  receive  the  rural  SCH 
adjustment,  a.ssuming  these  entities 
otherwise  meet  the  rural  adjustment 
criteria.  Currently,  fewer  than  10 
hospitals  are  classified  as  EACHs  and  as 
of  CY  1998,  under  section  4201(c)  of 
Public  Law  105-33,  a  hospital  can  no 
longer  become  newly  classified  as  an 
EACH. 

This  adjustment  for  rural  SCHs  is 
budget  neutral  and  applied  before 
calculating  outliers  and  copayment.  As 
.stated  in  the  CY  2006  OPPS  final  rule 
with  comment  period  (70  FR  68560),  we 
would  not  reestablish  the  adjustment 
amount  on  an  annual  basis,  but  w'e  may 
review  the  adjustment  in  the  future  and, 
if  appropriate,  would  revise  the 
adjustment.  We  provided  the  same  7.1 
percent  adjustment  to  rural  .SCHs, 
including  EACHs,  again  in  CY  2008  and 
CY  2009.  Further,  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68590),  we  updated  the  regulations 
at  §  419.43(g)(4)  to  specify,  in  general 
terms,  that  items  paid  at  charges 
adjusted  to  costs  by  application  of  a 
hospital-specific  CCR  are  excluded  from 
the  7.1  percent  payment  adjustment. 

For  the  CY  2011  OPPS,  we  proposed 
to  continue  our  policy  of  a  budget 
neutral  7.1  percent  payment  adjustment 
for  rural  SCHs,  including  EACHs,  for  all 
services  and  procedures  paid  under  the 
OPPS,  excluding  separately  payable 
drugs  and  biologicals,  devices  paid 
under  the  pass-through  payment  policy, 
and  items  paid'at  charges  reduced  to 
costs  (75  FR  46232).  In  the  CY  2011 
OPPS/ASC  proposed  rule,  we  indicated 
that  we  intend  to  reassess  the  7.1 
percent  adjustment  in  the  near  future  by 
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examining  differences  between  urban 
and  rural  hospitals’  costs  using  updated 
claims,  cost  reports,  and  provider 
information. 

Comment:  One  commenter  supported 
our  proposal  to  continue  to  apply  the 
budget  neutral  7.1  percent  adjustment  to 
OPPS  payment  for  rural  sole  community 
hospitals.  The  commenter  also 
recommended  that  CMS  update  the 
analysis  in  the  near  future  to  assess  if 
the  7.1  percent  payment  adjustment 
remains  a  valid  figure. 

Response:  We  agree  that  it  is 
appropriate  to  continue  the  7.1  percent 
adjustment  for  rural  SCHs  (including 
EACHs)  as  we  proposed  for  CY  2011.  As 
we  indicated  above,  and  in  the  proposed 
rule  (75  FR  46232),  we  intended  to 
reassess  the  7.1  percent  rural  adjustment 
in  the  near  future  by  examining 
differences  between  urban  rural 
hospitals’  costs  using  updated  claims, 
cost  reports,  and  provider  information. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  ourCY  2011  proposal, 
without  modification,  to  apply  the  7.1 
percent  payment  adjustment  to  rural 
SCHs,  including  EACHs,  for  all  services 
and  procedures  paid  under  the  OPPS  in 
CY  2011,  excluding  separately  payable 
drugs  and  biologicals,  devices  paid 
under  the  pass-through  payment  policy, 
and  items  paid  at  charges  reduced  to 
costs. 

F.  OPPS  Payments  to  Certain  Cancer 
Hospitals  Described  by  Section 
1886(d)(l)(B)(v)  of  the  Act 

1.  Background 

Since  the  inception  of  the  OPPS, 
which  was  authorized  by  the  Balanced 
Budget  Act  of  1997  (BBA),  Medicare  has 
paid  cancer  hospitals  identified  in 
section  1886(d)(l)(B)(v)  of  the  Act 
(cancer  hospitals)  under  the  OPPS  for 
covered  outpatient  hospital  services. 
There  are  11  cancer  hospitals  that  meet 
the  classification  criteria  in  section 
1886(d)(l)(B)(v)  of  the  Act.  These  11 
cancer  hospitals  are  exempted  from 
payment  under  the  IPPS.  With  the 
Medicare,  Medicaid  and  SCHIP 
Balanced  Budget  Refinement  Act  of 
1999,  Congress  created  section 
1833(t)(7)  of  the  Act,  “Transitional 
Adjustment  to  Limit  Decline  in 
Payment,”  to  serve  as  a  permanent 
payment  floor  by  limiting  cancer 
hospitals’  potential  losses  under  the 
OPPS.  Through  section  1833(t)(7)(D)(ii) 
of  the  Act,  a  cancer  hospital  receives  the 
full  amount  of  the  difference  between 
payments  for  covered  outpatient 
services  under  the  OPPS  and  a  pre-BBA 
amount.  That  is,  cancer  hospitals  are 
permanently  held  harmless  to  their  “pre- 


BBA”  amount,  and  they  receive  TOPs  to 
ensure  that  they  do  not  receive  a 
payment  that  is  lower  under  the  OPPS 
than  the  payment  they  would  have 
received  before  implementation  of  the 
OPPS,  as  set  forth  in  section 
1833(t)(7)(F)  of  the  Act.  The  pre-BBA 
payment  amount  is  an  amount  equal  to 
the  product  of  the  reasonable  cost  of  the 
hospital  for  such  services  for  the 
portions  of  the  hospital’s  cost  reporting 
period  (or  periods)  occurring  in  the  year 
and  the  base  payment  to  cost  ratio  (base 
PCR)  for  the  hospital.  The  pre-BBA 
amount,  including  the  determination  of 
the  base  PCR,  are  defined  at  42  CFR 
419.70(f).  TOPs  are  calculated  on 
Worksheet  E,  Part  B,  of  the  Hospital  and 
Hospital  Health  Care  Complex  Cost 
Report  (Form  CMS-2552-96)  each  year. 
Section  1833(t)(7)(I)  of  the  Act  exempts 
TOPs  from  budget  neutrality 
calculations.  Almost  all  of  the  11  cancer 
hospitals  receive  TOPs  each  year.  The 
volume  weighted  average  payment  to 
cost  ratio  (PCR)  for  the  cancer  hospitals 
is  0.83,  or  outpatient  payment  with 
TOPs  to  cancer  hospitals  is  83  percent 
of  reasonable  cost. 

Section  3138  of  the  Affordable  Care 
Act  instructs  the  Secretary  to  conduct  a 
study  to  determine  if,  under  the  OPPS, 
outpatient  costs  incurred  by  cancer 
hospitals  described  in  section 
1886(d)(l)(B)(v)  of  the  Act  with  respect 
to  ambulatory  classification  groups 
exceed  the  costs  incurred  by  other 
hospitals  furnishing  services  under  this 
subsection  (section  1833(t)  of  the  Act)  as 
determined  appropriate  by  the 
Secretary.  In  addition,  section  3138  of 
the  Affordable  Care  Act  requires  the 
Secretary  to  take  into  consideration  the 
cost  of  drugs  and  biologicals  incurred  by 
such  hospitals  when  studying  cancer 
hospital  costliness.  Further,  section 
3138  of  the  Affordable  Care  Act  states 
that  if  the  cancer  hospitals’  costs  are 
determined  to  be  greater  than  the  costs 
of  other  hospitals  paid  under  the  OPPS, 
the  Secretary  shall  provide  an 
appropriate  adjustment  to  reflect  these 
higher  costs.  Section  3138  of  the 
Affordable  Care  Act  also  requires  that 
this  adjustment  be  budget  neutral,  and 
that  the  adjustment  be  effective  for 
outpatient  services  provided  at  cancer 
hospitals  on  or  after  January  1,  2011. 
Cancer  hospitals  described  in  section 
1886(d)(l)(B)(v)  of  the  Act  remain 
eligible  for  TOPs  (which  are  not  budget 
neutral)  and  outlier  payments  (which 
are  budget  neutral). 

2.  Study  of  Cancer  Hospitals’  Costs 
Relative  to  Other  Hospitals 
It  has  been  our  standard  analytical 
approach  to  use  a  combination  of 
explanatory  and  payment  regression 


models  to  assess  the  costliness  of  a  class 
of  hospitals  while  controlling  for  other 
legitimate  influences  of  costliness,  such 
as  ability  to  achieve  economies  of  scale, 
to  ensure  that  costliness  is  due  to  the 
type  of  hospital  and  to  identify 
appropriate  payment  adjustments.  We 
used  this  approach  in  our  CY  2006 
OPPS  final  rule  with  comment  period  to 
establish  the  7.1  percent  payment 
adjustment  for  rural  SCHs  (70  FR  68556 
through  68561).  In  our  discussion  for 
the  CY  2006  OPPS  proposed  rule,  we 
stated  that  a  simple  comparison  of  unit 
costs  would  not  be  sufficient  to  assess 
the  costliness  of  a  class  of  hospitals 
because  the  costs  faced  by  individual 
hospitals,  whether  urban  or  rural,  are  a 
function  of  many  varying  factors, 
including  local  labor  supply  and  the 
complexity  and  volume  of  services 
provided  (70  FR  42699). 

In  constructing  our  analysis  of  cancer 
hospitals’  costs  relative  to  other 
hospitals,  we  considered  whether  our 
standard  analytical  approach  to  use  a 
combination  of  explanatory  and 
payment  regression  models  would  lead 
to  valid  results  for  this  particular  study, 
or  whether  we  should  develop  a 
different  or  modified  analytic  approach. 
We  note  that  the  analyses  presented  in 
the  CY  2006  OPPS  proposed  and  final 
rules  were  designed  to  establish  an 
adjustment  for  a  large  class  of  rural 
hospitals.  In  contrast,  section  3138  of 
the  Affordable  Care  Act  is  specifically 
limited  to  identifying  an  adjustment  for 
11  cancer  hospitals.  With  such  a  small 
sample  size  (11  out  of  approximately 
4,000  hospitals  paid  under  the  OPPS), 
we  are  concerned  that  the  standard 
explanatory  and  payment  regression 
models  used  to  establish  the  rural 
hospital  adjustment  would  lead  to 
imprecise  estimates  of  payment 
adjustments  for  this  small  group  of 
hospitals.  Further,  section  3138  of  the  . 
Affordable  Care  Act  specifies  explicitly 
that  cost  comparisons  between  classes 
of  hospitals  must  include  the  cost  of 
drugs  and  biologicals.  In  our  CY  2006 
analysis  of  rural  hospitals,  we  excluded 
the  cost  of  drugs  and  biologicals  in  our 
model  because  the  extreme  units 
associated  with  proper  billing  for  some 
drugs  and  biologicals  can  bias  the 
calculation  of  a  service  mix  index,  or 
volume  weighted  average  APC  relative 
weight,  for  each  hospital  (70  FR  42698). 
Therefore,  we  chose  not  to  pursue  our 
standard  combination  of  explanatory 
and  payment  regression  modeling  to 
identify  costliness  and  determine  a 
cancer  hospital  adjustment. 

While  we  chose  not  to  use  our 
standard  models  to  calculate  a  proposed 
cancer  hospital  adjustment,  we 
determined  it  still  would  be  appropriate 
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to  construct  our  usual  provider-level 
analytical  dataset  consisting  of  variables 
related  to  assessing  costliness,  including 
average  cost  per  unit  for  a  hospital  and 
the  hospitals  average  APC  relative 
weight  as  an  indicator  of  the  hospitals 
resource  intensity,  as  measured  by  the 
APC  relative  weights.  We  used  these 
variables  to  calculate  univ^iate 
statistics  that  describe  the  costliness  arid 
related  aspects  of  cancer  hospitals  and 
other  hospitals  paid  under  the  OPPS. 
While  descriptive  statistics  cannot 
control  for  the  myriad  factors  that 
contribute  to  observed  costs,  we  believe 
that  we  can  assume  that  stark 
differences  in  cost  between  cancer 
hospitals  and  other  hospitals  paid  under 
the  OPPS  that  would  be  observable  by 
examining  descriptive  univariate 
statistics  would  provide  some 
indication  of  relative  costliness.  We 
began  our  analysis  of  the  cancer 
hospitals  as  we  did  for  the  rural 
hospitals  by  creating  an  analytical 
dataset  of  hospitals  billing  under  the 
OPPS  for  CY  2009  (a  total  of  3,933)  that 
were  included  in  our  claims  dataset  for 
establishing  the  CY  2011  OPPS 
proposed  APC  relative  weights 
(discussed  in  detail  in  section  II.A.  of 
this  final  rule  with  comment  period). 
This  analytical  dataset  includes  the 
3,933  OPPS  hospitals’  total  estimated 
cost  (including  packaged  cost),  total 
lines,  total  discounted  units  as  modeled 
for  CY  2011  OPPS  payment,  and  the 
average  weight  of  their  separately 
payable  services  (total  APC  weight 
divided  by  total  units)  as  modeled  for 
CY  2011  OPPS.  We  create  this  dataset 
from  the  hospital-specific  service 
utilization  files  that  we  use  to  model 
budget  neutrality  and  to  perform  impact 
analyses  after  we  complete  estimating  a 
median  cost  (or  equivalent  amount 
depending  on  unique  APC 
methodologies  as  discussed  in  section  II 
of  this  final  rule  with  comment  period) 
for  each  APC.  Using  the  CY  2009  claims 
that  we  use  to  model  the  CY  2011 
proposed  OPPS,  we  used  the  utilization 
on  those  claims  to  model  APC  payment 
under  the  CY  2011  proposed  payment 
policies,  such  as  proposed  payment  for 
drugs  and  biologicals  at  ASP+6  percent 
and  proposed  reassignment  of  some 
HCPCS  codes  to  different  APCs.  We 
then  summarized  this  estimated 
,  utilization  and  payment  for  each  ■ 


hospital  (“hospital-level”).  These  files 
consist  of  hospital-level  aggregate  costs 
(including  the  cost  of  packaged  items 
and  services),  total  estimated 
discounted  units  under  the  modeled 
proposed  CY  2011  OPPS,  total  estimated 
volume  of  number  of  occurrences  of 
separately  payable  HCPCS  codes  under 
the  modeled  proposed  CY  2011  OPPS, 
and  total  relative  weight  of  separately 
payable  services  under  the  modeled 
proposed  CY  2011  OPPS.  The 
calculation  of  these  summary  files  are 
discussed  in  Stage  6  of  our  claims 
accounting  narrative  available  under 
supporting  documentation  for  the 
proposed  rule  on  the  CMS  Web  site  at: 
h  Up://  Mvn  V.  cms.gov/ 
HospitalOutpatientPPS/HORD/.  After 
summarizing  modeled  payment  to  the 
hospital-level,  we  removed  48  hospitals 
in  Puerto  Rico  from  our  dataset  because 
we  do  not  believe  that  their  cost 
structure  reflects  the  costs  of  most 
hospitals  paid  under  the  OPPS  and 
because  they  could  bias  the  calculation 
of  hospital-weighted  statistics.  We  then 
removed  an  additional  66  hospitals  with 
a  cost  per  unit  of  more  than  3  standard 
deviations  from  the  geometric  mean 
(mean  of  the  natural  log)  because 
including  outliers  in  hospital-weighted 
descriptive  statistics  also  could  bias 
those  statistics.  This  resulted  in  a 
dataset  with  11  cancer  hospitals  and 
3,808  other  hospitals. 

We  included  the  following  standard 
hospital-level  variables  that  describe 
hospital  costliness  in  our  analysis  file: 
Outpatient  cost  per  discounted  unit 
under  the  modeled  CY  2011  OPPS 
(substituting  a  cost  per  administration, 
rather  than  a  cost  per  unit,  for  drugs  and 
biologicals);  each  hospital’s  proposed 
CY  2011  wage  index  as  a  measure  of 
relative  labor  cost;  the  service  mix 
index,  or  volume-weighted  average 
proposed  CY  2011  APC  relative  weight 
(including  a  simulated  weight  for  drugs 
and  biologicals  created  by  dividing  the 
CY  2010  April  ASP-based  payment 
amount  at  ASP+6  percent  appearing  in 
Addendum  A  and  B  of  the  proposed 
rule  by  the  proposed  conversion  factor 
of  $68,267);  outpatient  volume  based  on 
number  of  occurrences  of  HCPCS  codes 
in  the  CY  2009  claims  data;  and  number 
of  beds.  We  used  these  variables 
because  they  are  key  indicators  of 
costliness  under  the  modeled  OPPS 


system,  and  they  allow  us  to  assess  the 
relative  costliness  of  classes  of  hospitals 
under  the  proposed  CY  2011  OPPS.  We 
further  discussed  these  variables  in  our 
CY  2006  proposed  rule  analysis  (70  FR 
42698  through  42701).  A  hospital’s 
service  mix  index  is  a  measure  of 
resource  intensity  of  the  services 
provided  by  the  hospital  as  measured  by 
the  proposed  CY  2011  OPPS  relative 
weights,  and  standardizing  the  cost  per 
discounted  unit  by  the  service  mix 
index  creates  an  adjusted  cost  per  unit 
estimate  that  reflects  the  remaining 
relative  costliness  of  a  hospital 
remaining  after  receiving  the  estimated 
payments  that  we  proposed  to  make 
under  the  CY  2011  OPPS.  In  short,  if  a 
class  of  hospitals  demonstrates  higher 
cost  per  unit  after  standardization  by 
service  mix,  it  is  an  early  indication  that 
the  class  of  hospitals  may  be 
significantly  more  costly  in  the 
regiession  models.  We  used  these  data 
to  calculate  the  descriptive  univariate 
statistics  for  cancer  hospitals  appearing 
in  Table  16  below.  We  note  that  because 
drugs  and  biologicals  are  such  a 
significant  portion  of  the  services  that 
the  cancer  hospitals  provide,  and 
because  section  3138  of  the  Affordable 
Care  Act  explicitly  requires  us  to 
consider  the  cost  of  drugs  and 
biologicals,  we  included  the  cost  of 
these  items  in  our  total  cost  calculation 
for  each  hospital,  counting  each 
occurrence  of  a  drug  in  the  modeled 
proposed  CY  2011  data  (based  on  units 
in  CY  2009  claims  data).  That  is,  we 
sought  to  treat  each  administration  of  a 
drug  or  biological  as  one  unit. 

In  reviewing  these  descriptive 
statistics,  we  observe  that  cancer 
hospitals  had  a  standardized  cost  per 
discounted  unit  of  $150.12  compared  to 
a  standardized  cost  per  discounted  unit 
of  $94.14  for  all  other  hospitals.  That  is, 
cancer  hospitals’  average  cost  per 
discounted  unit  remains  high  even  after 
accounting  for  payment  under  the 
modeled  proposed  CY  2011  payment 
system,  which  is  not  true  for  all  other 
hospitals.  Observing  such  differences  in 
standardized  cost  per  discounted  unit 
led  us  to  conclude  that  cancer  hospitals 
are  more  costly  than  other  hospitals 
paid  under  the  OPPS,  even  without  the 
inferential  statistical  models  that  we 
typically  employ. 


Table  16— Means  and  Standard  Deviations  for  Key  Variables  by  Cancer  and  Non-Cancer  OPPS  Hospitals 


Variable 

Cancer  hospitals 

_ I 

Non-cancer  hospitals 

Mean 

Standard 

deviation 

Mean 

Standard 

deviation 

Outpatient  Cost  per  Unit* . ; . 

$344.20 

(64.68) 

$264.11 

(165.86) 
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Table  16— Means  and  Standard  Deviations  for  Key  Variables  by  Cancer  and  Non-Cancer  OPPS  Hospitals— 

Continued 


Variable 

Cancer  hospitals 

Non-cancer  hospitals 

Mean 

Standard 

deviation 

Mean 

Standard 

deviation 

Unit  Cost  Standardized  by  Service  Mix  Wage  Indices  . 

Wage  Index . . 

Service  Mix  Index*  . . . . 

Outpatient  Volume  . 

Number  of  Hospitals  . 

150.12 

1.10 

2.19 

192,197 

173 

11 

(31.64) 

(0.13) 

(0.26) 

(186,063) 

(162.33) 

94.14 

0.98 

3.18 

34,578 

173 

3,808 

(81.19) 

(0.16) 

(2:25) 

(43,094) 

(171.46) 

*  Includes  drugs  and  biologicals  based  on  per  administration  rather  than  per  unit. 


3.  Adjustment  for  Certain  Cancer 
Hospitals 

Having  reviewed  the  cost  data  from 
the  standard  analytic  database  and 
determined  that  cancer  hospitals  are 
more  costly  than  other  hospitals  within 
the  OPPS  system,  we  decided  to 
examine  hospital  cost  report  data  from 
Worksheet  E,  Part  B  (where  TOPs  are 
calculated  on  the  Hospital  and  Hospital 
Health  Care  Complex  Cost  Report  each 
year)  in  order  to  determine  whether  our 
findings  were  further  supported  by  cost 
report  data  and  to  determine  an 
appropriate  proposed  payment 
adjustment  methodology.  Analyses  on 
our  standard  analytic  database  and 
descriptive  statistics  presented  in  Table 
■  16  above,  did  not  consider  TOPs  in 
assessing  costliness  of  cancer  hospitals 
relative  to  other  hospitals  furnishing 
services  under  section  1833(t)  of  the 
Act.  This  is  because  section  3138  of  the 
Affordable  Care  Act  requires  that  any 
cancer  adjustment  be  made  within  the 
budget  neutral  system.  Irj  making  a 
determination  about  a  payment 
adjustment  subject  to  budget  neutrality, 
we  believe  it  is  appropriate  to  assess 
costliness  and  payments  within  the 
budget  neutral  payment  system.  We 
note  that  TOPs  are  based  on  reasonable 
cost  and  are  not  part  of  the  budget 
neutral  payment  system.  Further,  TOPs 
have  no  associated  relative  weight  that 
could  be  included  in  an  assessment  of 
APC-based  payment.  TOPs  are  paid  at 
cost  report  settlement  on  an  aggregate 
basis,  not  a  per  service  basis,  and  we 
would  have  no  way  to  break  these 
payments  down  into  a  relative  weight  to 
incorporate  these  retrospective  aggregate 
payments  in  the  form  of  relative  weight 
under  the  proposed  modeled  CY  2011 
OPPS.  The  cost  report  data  we  selected 
for  the  analysis  were  limited  to  the 
OPPS-specific  payment  and  cost  data 
available  on  Worksheet  E,  Part  B,  which 
is  also  where  TOPs  are  calculated 
including  aggregate  OPPS  payments, 
including  outlier  payments  and  the  cost 
of  medical  and  other  health  services. 


These  aggregate  measures  of  cost  and 
payment  also  include  the  cost  and 
payment  for  drugs  and  biologicals  and 
other  adjustments  that  we  typically 
include  in  our  regression  modeling, 
including  wage  index  adjustment  and 
rural  adjustment,  if  applicable.  While 
these  cost  report  data  cannot  provide  an 
estimate  of  cost  per  unit  after 
controlling  for  other  potential  factors 
that  could  influence  cost  per  unit,  we 
can  use  this  aggregate  cost  and  payment 
data  to  examine  the  cancer  hospitals’ 
OPPS  PGR  and  OPPS  PGR  with  TOPs, 
and  compare  these  to  the  OPPS  PGR  for 
other  hospitals. 

PGRs  calculated  from  the  most  recent 
cost  report  data  also  indicate  that  costs 
relative  to  payments  at  cancer  hospitals 
are  higher  than  those  at  other  hospitals 
paid  under  the  OPPS  (that  is,  cancer 
hospitals  have  lower  PGRs).  In  order  to 
calculate  PGRs  for  hospitals  paid  under 
the  OPPS  (including  cancer  hospitals), 
we  used  the  same  extract  of  cost  report 
data  from  the  HGRIS,  as  discussed  in 
section  II.A.  of  this  final  rule  with 
comment  period,  that  we  used  to 
calculate  the  GGRs  that  we  used  to 
estimate  median  costs  for  the  GY  2011 
OPPS.  Using  these  cost  report  data,  we 
included  data  from  Worksheet  E,  Part  B 
for  each  hospital,  keeping  data  from 
each  hospital’s  most  recent  cost  report, 
whether  as  submitted  or  settled.  We 
then  limited  the  dataset  to  the  hospitals 
with  GY  2009  claims  data  that  we  used 
to  model  the  GY  2011  proposed  APG 
relative  weights  (3,933  hospitals) 
because  we  used  the  claims  from  these 
hospitals  to  calculate  the  estimated 
costs  we  used  for  the  descriptive 
statistics  in  our  first  analysis  and 
because  it  is  appropriate  to  use  the  same 
set  of  hospitals  that  we  used  to  calibrate 
the  modeled  proposed  GY  2011  OPPS. 
The  cancer  hospitals  in  this  dataset 
largely  had  cost  report  data  from  cost 
reporting  periods  ending  in  FY  2008 
and  FY  2009.  The  cost  report  data  for 
the  other  hospitals  were  from  cost  report 
periods  with  fiscal  year  ends  ranging 


from  2005  to  2009.  We  then  removed 
the  cost  report  data  for  48  hospitals  from 
Puerto  Rico  from  our  dataset  because  we 
do  not  believe  that  their  cost  structure 
reflects  the  costs  of  most  hospitals  paid 
under  the  OPPS  and,  therefore,  may  bias 
the  results  of  the  study.  We  also 
removed  301  hospitals  with  cost  report 
data  that  were  not  complete  (missing 
OPPS  payments  including  outliers, 
missing  aggregate  cost  data,  or  both)  so 
that  all  cost  reports  in  the  study  would 
have  both  the  payment  and  cost  data 
necessary  to  calculate  a  PGR  for  each 
hospital,  leading  to  a  final  analytic  file 
of  3,584  hospitals  with  cost  report  data. 
We  believe  that  the  costs,  PPS 
payments,  and  TOPs  reported  on 
Worksheet  E,  Part  B  for  the  hospitals 
included  in  our  GY  2011  modeling 
should  be  sufficiently  accurate  for 
assessing  hospital’s  relative  costliness 
because  all  of  the  key  elements  that  we 
believe  to  be  necessary  for  the  analysis 
(payment,  cost,  and  TOPs)  are  contained 
on  this  worksheet. 

Using  this  much  smaller  dataset  of 
cost  report  data,  we  estimate  that,  on 
average,  the  OPPS  payments  to  the  11 
cancer  hospitals,  not  including  TOPs, 
are  approximately  62  percent  of 
reasonable  cost  (that  is,  we  calculated  a 
PGR  of  0.615  for  the  cancer  hospitals), 
whereas  we  estimate  that,  on  average, 
the  OPPS  payments  to  other  hospitals 
paid  under  the  OPPS  are  approximately 
87  percent  of  reasonable  cost  (resulting  ' 
in  a  PGR  of  0.868).  Individual  cancer 
hospitals’  OPPS  PGRs  range  from 
approximately  48  percent  to 
approximately  82  percent.  When  TOPS 
are  included  in  the  calculation  of  the 
PGR,  cancer  hospitals,  as  a  group, 
receive  payments  that  are  approximately 
83  percent  of  reasonable  cost,  which  is 
still  lower  than  the  average  PGR  of  other 
OPPS  hospitals  of  approximately  87 
percent  of  reasonable  cost.  Gonsidering 
these  data,  we  find  that  the  cancer 
hospitals  are  more  costly  than  other 
hospitals  paid  under  the  OPPS.  The 
dataset  of  hospital  cost  report  data  that 
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we  used  to  model  the  proposed 
adjustment  is  available  under 
supporting  documentation  for  the 
proposed  rule  on  the  CMS  Web  site  at; 
http://www.cms.gov/ 
HospitalOutpatientPPS/HORD/.) 

Based  on  our  findings  that  cancer 
hospitals,  as  a  class,  have  a  significantly 
lower  volume  weighted  average  PCR 
than  the  volume  weighted  PCR  of  other 
hospitals  paid  under  the  OPPS  and  our 
findings  above  that  the  cancer  hospitals 
cost  per  discounted  unit  standardized 
for  service  mix  remains  much  higher 
than  the  standardized  cost  per 
discounted  unit  of  all  other  hospitals,  in 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46235  to  46237),  weproposed  an 
adjustment  for  cancer  hospitals  to 
reflect  these  higher  costs,  effective 
January  1,  2011,  as  mandated  by  section 
3138  of  the  Affordable  Care  Act.  For 
purposes  of  calculating  a  proposed 
adjustment,  we  chose  to  rely  on  this 
straightforward  assessment  of  payments 
and  costs  ft-om  the  cost  report  data 
because  of  the  concerns  outlined  above 
with  respect  to  the  small  number  of 
hospitals,  and  because  of  the  challenges 
associated  with  accurately  including 
drug  and  biological  costs  in  our 
standard  regression  models.  We  believe 
that  an  appropriate  adjustment  would 
redistribute  enough  payments  from 
other  hospitals  paid  under  the  OPPS  to 
the  cancer  hospitals  to  give  cancer 
hospitals  a  PCR  that  is  comparable  to 
the  average  PCR  for  other  hospitals  paid 
under  the  OPPS.  Therefore,  we 
proposed  a  hospital-specific  payment 
adjustment  determined  as  the 
percentage  of  additional  payment 
needed  to  raise  each  cancer  hospital’s 
PCR  to  the  weighted  average  PCR  for  all 
other  hospitals  paid  under  OPPS  (0.868) 
in  the  CY  2011  dataset.  This  would  b.e 
accomplished  by  adjusting  each  cancer 
hospital’s  OPPS  payment  by  the 
percentage  difference  between  their 
individual  PCR  (without  TOPs)  and  the 
weighted  average  PCR  of  the  other 
hospitals  paid  under  OPPS. 

We  stated  in  the  proposed  rule  that 
*the  proposed  methodology  would  result 
in  the  proposed  percentage  payment 
adjustments  for  the  11  cancer  hospitals 
that  appeared  in  Table  11  of  the 
proposed  rule.  We  proposed  that  this 
hospital-specific  adjustment  would  be  . 
applied  to  the  wage  adjusted  payments 
for  all  items,  except  for  items  and 
serv’ices  paid  at  charges  adjusted  to  cost 
or  devices  receiving  pass-through  status 
defined  in  42  CFR  419.66.  We  proposed 
that  the  proposed  cancer  hospital 
adjustment  would  not  be  applied  to 
items  and  services  paid  at  charges 
adjusted  to  cost  because  these  items  and 
services  are  always  paid  the  estimated 


full  cost  of  the  item  or  service.  We 
proposed  to  amend  the  regulations  at 
§419.43  to  add  a  new  paragraph  (i)(2) 
which  would  establish  the  amount  of 
the  adjustment  to  cancer  hospitals.  We 
also  proposed  that  this  adjustment 
would  be  budget  neutral  as  set  forth  in 
proposed  new  §419.43(i)(3),  consistent 
with  section  3138  of  the  Affordable  Care 
Act.  We  note  that  outlier  payments 
would  be  appropriately  assessed  after 
application  of  the  cancer  adjustment 
and  that  TOPs  would  continue  to  apply. 
The  changes  made  by  section  3138  of 
the  Affordable  Care  Act  do  not  affect  the 
existing  statutory  provisions  that 
provide  for  outlier  payment  for  all 
hospitals  paid  under  the  OPPS, 
including  cancer  hospitals  and  TOPs 
payments  for  cancer  hospitals.  Further, 
both  outlier  payments  and  TOPs  serve 
as  a  safety  net  for  hospitals,  although 
outliers  are  budget  neutral  and  TOPs  are 
not,  and  TOPs  are  limited  to  certain 
hospitals.  As  a  means  of  buffering  the 
financial  risk  associated  with  a 
prospective  payment  system,  both 
adjustments  (outliers  and  TOPs)  only 
should  be  assessed  after  final  payments 
have  been  made.  Because  outlier 
payments  are  made  within  the  budget 
neutrality,  outlier  payments  should  be 
assessed  after  all  budget  neutral 
payments  for  an  individual  service  have 
been  made,  including  the  cancer 
adjustment.  The  TOPs  payments  would 
be  assessed  after  all  payments  have  been 
made  for  a  cost  reporting  period.  We 
noted  that  the  proposed  adjustment  for 
all  cancer  hospitals  would  have  result  in 
an  estimated  aggregate  increase  in  OPPS 
payments  to  cancer  hospitals  of  41.2 
percent  for  CY  2011  within  the  PPS 
system,  based  on  cost  report  data,  and 
a  net  increase  in  total  payments, 
including  TOPs  payments,  of  5  percent. 

Comment:  Many  commenters  urged 
CMS  to  consider  TOPs  when  calculating 
the  cancer  hospital  payment  adjustment. 
The  commenters  stated  that  the 
proposed  methodology  to  adjust  each 
cancer  hospital’s  OPPS  payment  by  the 
percentage  difference  between  their 
individual  PCR  without  TOPs  and  the 
weighted  average  PCR  of  the  other 
hospitals  paid  under  OPPS  results, 
largely,  in  a  change  in  the  form  of 
outpatient  payments  to  cancer  hospitals 
by  shifting  payment  from  hald  harmless 
payments  under  the  TOPs  provision  to 
APC  payments.  This  substitution  of 
TOPs  for  APC  payments,  in  turn,  results 
in  savings  to  the  Medicare  program 
which,  the  commenters  asserted,  is  in 
violation  of  the  statutory  requirement 
that  the  policy  be  budget  neutral.  The 
commenters  suggested  that  because  the 
Congressional  Budget  Office  scoring  of 


section  3138  of  the  Affordable  Care  Act 
estimates  no  federal  budgetary  impact, 
Congress  did  not  intend  for  savings 
under  this  provision. 

Commenters  also  suggested  that  the 
associated  budget  neutral  payment 
reduction  of  0.7  percent  is  not 
appropriate  or  equitable  to  other 
hospitals  paid  under  the  OPPS.  The 
commenters  indicated  that  it  was  not 
the  intent  of  Congress  for  the  provision 
to  impact  the  non-cancer  hospitals  in  a 
manner  that  is  disproportionate  to  the 
benefits  obtained  by  the  cancer 
hospitals.  Many  commenters  noted  that 
the  majority  of  cancer  care  provided  in 
the  country  is  provided  by  the  non¬ 
cancer  hospitals  that  would  experience 
a  payment  reduction  under  the 
proposal. 

Commenters  also  expressed  concern 
that  the  proposed  payment  adjustment 
increases  beneficiary  copayments.  That 
is,  they  believed  that  the  proposed 
cancer  hospital  adjustment  would 
increase  APC  payments  and,  because 
beneficiary  copayment  is  a  percentage  of 
the  APC  payment.  Medicare 
beneficiaries  seeking  services  at  the  11 
designated  cancer  hospitals  will 
experience  higher  copayments  due  to 
the  proposed  methodology.  One 
commenter  suggested  that  the  cancer 
hospitals  could  potentially  lose  more 
payment  to  bad  debt  under  increased 
copayments  than  benefit  from  the 
proposed  adjustment.  The  commenters 
strongly  encouraged  CMS  to  implement 
the  adjustment  in  a  way  that  does  not 
increase  beneficiary  copayments. 

Several  commenters  indicated  that 
CMS  selected  an  inappropriate 
benchmark  against  which  to  compare 
each  cancer  hospital’s  PCR.  Specifically, 
the  commenters  indicated  that  CMS 
should  have  taken  into  account  the 
concentration  of  outpatient  services  at 
the  designated  cancer  hospitals  as 
compared  to  other  PPS  hospitals  and 
adjust  the  PCR  benchmark  higher.  The 
commenters  argued  that  other  PPS 
hospitals  have  the  ability  to  improve 
their  Medicare  margins  through  other 
payment  systems,  but  that  cancer 
hospitals  receive  the  majority  of  their 
Medicare  payments  through  the  OPPS. 
These  commenters  asserted  that  because 
concentration  of  outpatient  services  was 
not  considered  in  establishing  the 
benchmark,  the  proposed  adjustment 
was  not  valid. 

Several  commenters  addressed  CMS’ 
study  methodology.  One  commenter 
suggested  that  the  CMS  analysis  is 
inadequate  to  conclude  that  costs  are 
higher  in  cancer  hospitals  and  that  an 
adjustment  is  warranted.  This 
commenter  noted  that  the  CMS  analysis 
did  not  control  for  the  many  factors  that 
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might  explain  differences  in  costliness 
or  assess  to  what  extent  cOvSt  differences  ' 
could  be  explained  by  differences  in 
efficiency.  This  commenter  also  asserted 
that  the  exclusion  of  TOPs  from  the 
comparison  of  costliness  distorts  the 
analysis  and  makes  the  findings  invalid. 
Another  commenter  suggested  that  CMS 
examine  the  costs  of  cancer  patients 
generally  for  all  hospitals,  and  compare 
the  costs  of  these  11  hospitals  to  all 
hospitals  providing  cancer  care  to 
ensure  an  adjustment  does  not  reinforce 
high-cost  characteristics  of  the  11 
designated  cancer  hospitals.  One 
commenter  requested  that  CMS  confirm 
that  it  used  a  regression  analysis,  similar 
to  that  used  to  determine  the  current 
adjustment  for  rural  SCHs  (discussed  in 
section  II. E.  of  this  final  rule  with 
comment  period)  and  provide  detail  on 
coefficients  and  how  CMS  incorporated 
drugs  into  that  model.  Finally,  the 
commenter  requested  that  CMS  confirm 
the  bed  size  estimates  in  the  analytic  file 
that  CMS  made  available  with  the 
proposed  rule.  Another  commenter 
requested  that  CMS  recalibrate  the 
adjustment  annually  suggesting  that  the 
PCR  for  other  hospitals  will  decline 
proportionate  to  the  cancer  hospital 
increase  and  that  this  should  be 
reflected  in  any  adjustment  for  future 
years. 

Another  commenter  indicated  that 
additional  payments  to  cancer  hospitals 
should  be  guided  by  quality  of  care  and, 
because  the  Affordable  Care  Act 
requires  the  11  cancer  hospitals  to  begin 
submitting  quality  data  in  fiscal  year 
2014,  suggested  that  additional 
payments  to  cancer  hospitals  be  delayed 
until  these  quality  data  are  available  to 
serve  as  a  basis  for  payment.  Another 
commenter  favored  the  adjustment, 
stating  that  it  offered  improved 
beneficiary  access  to  cancer  care. 

Response:  The  many  public 
comments  we  received  have  identified  a 
broad  range  of  very  important  issues 
and  concerns  associated  with  the 
proposed  cancer  hospital  adjustment. 
After  consideration  of  these  public 
comments,  we  have  determined  that 
further  study  and  deliberation  related  to 
these  issues  is  critical.  This  process, 
however,  will  take  a  longer  period  of 
time  than  is  permitted  in  order  for  us  to 
meet  the  publication  deadline  of  this 
final  rule  with  comment  period. 
Therefore,  we  are  not  finalizing  an 
adjustment  for  certain  cancer  hospitals 
identified  in  section  1886{d)(l)(B)(v)  of 
the  Act  at  this  time. 


G.  Hospital  Outpatient  Outlier 
Payments 

1 .  Background  , 

Currently,  the  OPPS  pays  outlier 
payments  on  a  service-by-service  basis. 
For  CY  2010,  the  outlier  threshold  is 
met  when  the  cost  of  furnishing  a 
service  or  procedure  by  a  hospital 
exceeds  1.75  times  the  APC  payment 
amount  and  exceeds  the  APC  payment 
rate  plus  a  $2,175  fixed-dollar 
threshold.  We  introduced  a  fixed-dollar 
threshold  in  CY  2005  in  addition  to  the 
traditional  multiple  threshold  in  order 
to  better  target  outliers  to  those  high 
cost  and  complex  procedures  where  a 
very  costly  service  could  present  a 
hospital  with  significant  financial  loss. 

If  the  cost  of  a  service  meets  both  of 
these  conditions,  the  multiple  threshold 
and  the  fixed-dollar  threshold,  the 
outlier  payment  is  calculated  as  50 
percent  of  the  amount  by  which  the  cost 
of  furnishing  the  service  exceeds  1.75. 
times  the,  APC  payment  rate.  Before  CY 

2009,  this  outlier  payment  had 
historically  been  considered  a  final 
payment  by  longstanding  OPPS  policy. 
We  implemented  a  reconciliation 
process  similar  to  the  IPPS  outlier 
reconciliation  process  for  cost  reports 
with  cost  reporting  periods  beginning 
on  or  after  January  1,  2009  (73  FR  68594 
through  68599). 

It  has  been  our  policy  for  the  past 
several  years  to  report  the  actual  amount 
of  outlier  payments  as  a  percent  of  total 
spending  in  the  claims  being  used  to 
model  the  proposed  OPPS.  Our  current 
estimate  of  total  outlier  payments  as  a 
percent  of  total  CY  2009  OPPS  payment, 
using  available  CY  2009  claims  and  the 
revised  OPPS  expenditure  estimate  for 
the  Trustee’s  Report  for  FY  2010,  is 
approximately  1.3  percent  of  the  total 
aggregated  OPPS  payments.  Therefore, 
for  CY  2009,  we  estimate  that  we  paid 
0.3  percent  more  than  the  CY  2009 
outlier  target  of  1.0  percent  of  total 
aggregated  OPPS  payments. 

As  explained  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60426  through  60427),  we  set  our 
projected  target  for  aggregate  outlier 
payments  at  1.0  percent  of  the  aggregate 
total  payments  under  the  OPPS  for  CY 

2010.  The  outlier  thresholds  were  set  so 
that  estimated  CY  2010  aggregate  outlier 
payments  would  equal  1.0  percent  of 
the  total  aggregated  payments  under  the 
OPPS.  Using  CY  2009  claims  data  and 
CY  2010  payment  rates,  we  currently 
estimate  that  the  aggregate  outlier 
payments  for  CY  2010  would  be 
approximately  0.85  percent  of  the  total 
CY  2010  OPPS  payments.  The 
difference  between  1.0  percent  and  0.85 
percent  is  reflected  in  the  regulatory 


impact  analysis  in  section  XXII.  of  this 
final  rule  with  comment  period.  We 
note  that  we  provide  estimated  CY  2011 
outlier  payments  for  .hospitals  and  • 
CMHCs  with  claims  included  in  the 
claims  data  that  we  used  to  model 
impacts  in  the  Hospital — Specific 
Impacts — Provider-Specific  Data  file  on 
the  CMS  Web  site  at:  http:// 
wivw.cms.hhs.gov/ 
HospitalOutpatientPPS/. 

2.  Proposed  Outlier  Calculation 

In  the  CY  2011  OPPS/ ASC  proposed 
rule  (75  FR  46237  through  46238),  we 
proposed  for  CY  2011  to  continue  our 
policy  of  esftmating  outlier  payments  to 
be  1.0  percent  of  the  estimated  aggregate 
total  payments  under  the  OPPS" for 
outlier  payments.  We  proposed  that  a 
portion  of  that  1.0  percent,  specifically 
0.04  percent,  would  be  allocated  to 
CMHCs  for  PHP  outlier  payments.  This 
is  the  amount  of  estimated  outlier 
payments  that  would  result  from  the 
proposed  CMHC  outlier  threshold  as  a 
proportion  of  total  estimated  outlier 
payments.  As  discussed  in  section  X.D. 
of  this  final, rule  with  comment  period, 
for  CMHCs,  as  we  proposed,  we  are 
continuing  our  longstanding  policy  that 
if  a  CMHC’s  cost  for  partial 
hospitalization  services,  paid  under 
either  APC  0172  (Level  I  Partial 
Hospitalization  (3  services))  or  APC 
0173  (Level  II  Partial  Hospitalization  (4 
or  more  services)),  exceeds  3.40  times 
the  payment  for  APC  0173,  the  outlier 
payment  would  be  calculated  as  50 
percent  of  the  amount  by  which  the  cost 
exceeds  3.40  times  the  APC  0173 
payment  rate.  For  further  discussion  of 
CMHC  outlier  payments,  we  refer 
readers  to  section  X.D.  of  this  final  rule 
with  comment  period. 

To  ensure  that  the  estimated  CY  2011 
aggregate  outlier  payments  would  equal 
1.0  percent  of  estimated  aggregate  total 
payments  under  the  OPPS,  we  proposed 
that  the  hospital  outlier  threshold  be  set 
so  that  outlier  payments  would  be 
triggered  when  the  cost  of  furnishing  a 
service  or  procedure  by  a  hospital 
exceeds  1.75  times  the  APC  payment 
amount  and  exceeds  the  APC  payment 
rate  plus  a  $2,025  fixed-dollar 
threshold.  This  proposed  threshold 
reflects  the  methodology  discussed 
below  in  this  section,  as  well  as  the 
proposed  APC  recalibration  for  CY 

2011. 

We  calculated  the  proposed  fixed- 
dollar  threshold  for  the  CY  2010  OPPS/ 
ASC  proposed  rule  using  largely  the 
same  methodology  as  we  did  in  CY  2009 
(73  FR  41462).  For  purposes  of 
estimating  outlier  payments  for  the 
proposed  rule,  we  used  the  hospital- 
specific  overall  ancillary  CCRs  available 
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in  the  April  2010  update  to  the 
Outpatient  Provider-Specific  File 
(OPSF).  The  OPSF  contains  provider- 
specific  data,  such  as  the  most  current 
CCR,  which  are  maintained  by  the 
Medicare  contractors  and  used  by  the 
OPPS  Pricer  to  pay  claims.  The  claims 
that  we  use  to  model  each  OPPS  update 
lag  by  2  years.  For  the  proposed  rule,  we 
used  CY  2009  claims  to  model  the  CY 
2011  OPPS.  In  order  to  estimate  the 
proposed  CY  2011  hospital  outlier 
payments  for  the  proposed  rule,  we 
inflated  the  charges  on  the  CY  2009  . 
claims  using  the  same  inflation  factor  of 
1.1059  that  we  used  to  estimate  the  IPPS 
fixed-dollar  outlier  threshold  for  the  FY 
2011  IPPS/LTCH  PPS  proposed  rule  (75 
FR  24068).  We  used  an  inflation  factor 
of  1.0516  to  estimate  CY  2010  charges 
from  the  CY  2009  charges  reported  on 
CY  2009  claims.  The  methodology  for 
determining  this  charge  inflation  factor 
was  discussed  in  the  FY  2011  IPPS/ 
LTCH  PPS  proposed  rule  (75  FR  24068). 
As  we  stated  in  the  CY  2005  OPPS  final 
rule  with  comment  period  (69  FR 
65845),  we  believe  that  the  use  of  this 
charge  inflation  factor  is  appropriate  for 
the  OPPS  because,  with  the  exception  of 
the  inpatient  routine  service  cost 
centers,  hospitals  use  the  same  ancillary 
and  outpatient  cost  centers  to  capture 
costs  and  charges  for  inpatient  and 
outpatient  services. 

As  noted  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68011),  we  are  concerned  that  we  could 
systematically  overestimate  the  OPPS 
hospital  outlier  threshold  if  we  did  not 
apply  a  CCR  inflation  adjustment  factor. 
Therefore,  we  proposed  to  apply  the 
same  CCR  inflation  adjustment  factor 
that  we  proposed  to  apply  for  the  FY 
2011  IPPS  outlier  calculation  to  the 
CCRs  used  to  simulate  the  proposed  CY 
2011  OPPS  outlier  payments  that 
determine  the  fixed-dollar  threshold. 
Specifically,  for  CY  2011,  we  proposed 
to  apply  an  adjustment  of  0.9890  to  the 
CCRs  that  were  in  the  April  2010  OPSF 
to  trend  them  forward  from  CY  2010  to 
CY  2011.  The  methodology  for 
calculating  this  adjustment  was 
discussed  in  the  FY  2011  IPPS/LTCH 
PPS  proposed  rule  (75  FR  24068 
through  24070). 

Therefore,  to  model  hospital  outlier 
payments  for  the  CY  2011  OPPS/ASC 
proposed  rule,  we  applied  the  overall 
CCRs  from  the  April  2010  OPSF  file 
after  adjustment  (using  the  proposed 
CCR  infiation  adjustment  factor  of 
0.9890  to  approximate  CY  2011  CCRs)  to 
charges  on  CY  2009  claims  that  were 
adjusted  (using  the  proposed  charge 
inflation  factor  of  1.1059  to  approximate 
CY  2011  cheirges).  We  simulated 
a^regated  CY  2011  hospital  outlier 


payments  using  these  costs  for  several 
different  fixed-dollar  thresholds, 
holding  the  1.75  multiple  threshold 
constant  and  assuming  that  outlier 
payments  would  continue  to  be  made  at 
50  percent  of  the  amount  by  which  the 
cost  of  furnishing  the  service  would 
exceed  1.75  times  the  APC  payment 
amount,  until  the  total  outlier  payments 
equaled  1.0  percent  of  aggregated 
estimated  total  CY  2011  OPPS 
payments.  We  estimated  that  a  proposed 
fixed-dollar  threshold  of  $2,025, 
combined  with  the  proposed  multiple 
threshold  of  1.75  times  the  APC 
payment  rate,  would  allocate  1.0 
percent  of  aggregated  total  OPPS 
payments  to  outlier  payments.  We 
proposed  to  continue  to  make  an  outlier 
payment  that  equals  50  percent  of  the 
amount  by  which  the  cost  of  furnishing 
the  service  exceeds  1.75  times  the  APC 
payment  amount  when  both  the  1.75 
multiple  threshold  and  the  proposed 
fixed-dollar  threshold  of  $2,025  are  met. 
For  CMHCs,  if  a  CMHC’s  cost  for  partial 
hospitalization  services,  paid  under 
either  APC  0172  or  APC  0173,  exceeds 
3.40  times  the  payment  for  APC  0173, 
the  outlier  payment  would  be  calculated 
as  50  percent  of  the  amount  by  which 
the  cost  exceeds  3.40  times  the  APC 
0173  payment  rate. 

Section  1833(t)(17)(A)  of  the  Act, 
which' applies  to  hospitals  as  defined 
under  section  1886(d)(1)(B)  of  the  Act, 
requires  that  hospitals  that  fail  to  report 
data  required  for  the  quality  measures 
selected  by  the  Secretary,  in  the  form 
and  manner  required  by  the  Secretary 
under  1833(t)(17)(B)  of  the  Act,  incur  a 
2.0  percentage  point  reduction  to  their 
OPD  fee  schedule  increase  factor,  that 
is,  the  annual  payment  update  factor. 
The  application  of  a  reduced  OPD  fee 
schedule  increase  factor  results  in 
reduced  national  unadjusted  payment 
rates  that  will  apply  to  certain 
outpatient  items  and  services  furnished 
by  hospitals  that  are  required  to  report 
outpatient  quality  data  and  that  fail  to 
meet  the  HOP  QDRP  requirements.  For 
hospitals  that  fail  to  meet  the  HOP 
QDRP  requirements,  we  proposed  to 
continue  our  policy  that  we 
implemented  in  CY  2009  that  the 
hospitals’  costs  would  be  compared  to 
the  reduced  payments  for  purposes  of 
outlier  eligibility  and  payment 
calculation.  For  more  information  on 
the  HOP  QDRP,  we  refer  readers  to 
section  XVI.  of  this  final  rule  with 
comment  period. 

Comment:  Several  commenters 
supported  the  proposed  fixed-dollar 
threshold  for  CY  2011  in  order  to 
maintain  the  target  outlier  spending 
percentage  of  1.0  percent  of  total  OPPS 
payments.  One  commenter  supported 


CMS’  proposal  to  develop  the  OPPS 
fixed-dollar  outlier  threshold  using  the 
same  assumptions  and  projections  that 
are  used  in  the  IPPS.  One  commenter 
believed  that  the  proposed  outlier  fixed- 
dollar  threshold  was  inappropriate  and  . 
should  be  reduced  because  the  CMS 
projection  of  estimated  outlier  spending 
for  CY  2010  was  only  0.85  percent  in 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46237).  That  commenter 
recommended  that  the  threshold  be 
proportionally  reduced  based  on  the 
percentage  difference  between  target 
and  actual  outlier  percentage  spending. 
One  commenter  requested  that  CMS 
release  the  “actual”  percent  that  outlier 
payments  represent  of  total  OPPS 
payments  for  CY  2007  through  CY  2009. 
One  commenter  believed  that  the 
threshold  calculation  should  be  basefji 
on  actual  payments  rather  than 
estimated  payments,  and  requested  that 
CMS  provide  the  actual  percents  of 
OPPS  spending  that  OPPS  outliers 
represent.  One  commenter  suggested 
that  visit  intensity  data  or  diagnoses  are 
not  the  only  issues  when  looking  at 
outliers,  and  that  any  methodology 
related  to  outliers  should  also  consider 
a  comprehensive  look  at  resource 
utilization. 

Response:  We  appreciate  the 
commenters’  support  regarding  the 
development  of  the  OPPS  outlier  policy. 
We  agree  that  the  charge  and  CCR 
inflation  factors  that  apply  to  inpatient 
hospitals  services  are  equally  applicable 
to  services  provided  under  the  OPPS.  As 
we  discussed  in  our  CY  2005  OPPS  final 
rule,  we  believe  that  the  use  of  this 
charge  inflation  factor  is  appropriate  for 
OPPS  because,  with  the  exception  of  the 
routine  service  cost  centers,  hospitals 
use  the  same  cost  centers  to  capture 
costs  and  charges  across  inpatient  and 
outpatient  services  (69  FR  65845). 
Therefore,  as  specified  below,  we  are 
applying  the  charge  inflation  factors  that 
were  used  to  calculate  the  outlier  fixed- 
dollar  threshold  for  the  IPPS  in  the 
calculation  of  the  fixed-dollar  threshold 
for  the  CY  2011  OPPS.  We  are  not 
raising  the  threshold  to  account  for  the 
0.15  percent  of  OPPS  payment  that  we 
estimated  was  not  paid  relative  to  the 
target  outlier  percent  of  1  percent  for  CY 
2010  because  we  do  not  adjust  the  fixed- 
dollar  threshold  for  prior  year 
differences  in  actual  expenditure  of 
outlier  payments.  We  believe  that  our 
.  proposed  and  final  methodology  uses 
the  best  available  data  we  have  at  the 
time  to  yield  the  most  accurate 
prospective  fixed-dollar  outlier 
threshold  for  the  CY  2011  OPPS.  The 
multiple  and  fixed-dollar  thresholds  are 
important  parts  of  a  prospective 


Federal  Register/ Vol.  75,  No.  226/ Wednesday  November  24,  2010/Rules  and  Regulations  71889 


payment  system  and  should  be  based  on 
projected  payments  using  the  latest 
available  historical  data  without 
adjustments  for  prior  year  outlier 
payments.  In  this  case,  the  0.85  percent 
is  only  an  estimate  made  from  CY  2009 
claims  for  purposes  of  presenting  an 
impact  of  the  change  in  the  outlier 
threshold  in  the  regulatory  impact 
analysis.  Although  estimated  outlier 
payments  for  the  current  PPS  year, 
which  appear  in  the  impact  tables, 
frequently  are  below  the  1  percent  target 
outlier  spending  percentage,  as  we 
discuss  below,  we  more  often  than  not 
pay  slightly  more  than  i  percent  of 
aggregate  total  OPPS  payments  in 
outlier  payments  in  a  given  year.  We 
continue  to  believe  that  it  is  appropriate 
to  maintain  the  target  outlier  percentage 
of  1.0  percent  of  estimated  aggregate 
total  payment  under  the  OPPS  and  to 
have  a  fixed-dollar  threshold  so  that 
OPPS  outlier  payments  are  made  only 
when  the  hospital  would  experience  a 
significant  loss  for  supplying  a 
particular  service. 

With  respect  to  the  commenter  that 
requested  that  we  release  the  “actual” 
payment  percentages  for  CY  2007 
through  CY  2009,  we  note  that  we  have 
previously  provided.and  continue  to 
provide  estimated  actual  percentage 
spending  based  on  the  claims  data.  In 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68592),  using 
CY  2007  claims,  we  found  OPPS  outlier 
spending  was  0.9  percent  of  the  total 
aggregated  OPPS  payment  for  CY  2007. 
In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60426), 
using  CY  2008  claims,  we  found  that 
OPPS  outlier  spending  was  1.2  percent 
of  the  total  aggregated  OPPS  payments 
for  CY  2008.  As  discussed  earlier  in  this 
section,  using  CY  2009  claims,  we  found 
that  OPPS  outlier  spending  was  1.3 
percent  of  the  total  aggregated  OPPS 
payments  for  CY  2009.  We  note  that 
actual  outlier  payments  can  only  be 
determined  based  on  the  claims  data 
available  and  setting  a  prospective 
fixed-dollar  outlier  threshold  without 
accounting  for  changes  in  CCRs  and 
charges  would  potentially  lead  to 
greater  inaccuracy  in  establishing  th6 
outlier  fixed-dollar  threshold.  OPPS 
outliers  account  for  the  financial  risk 
hospitals  experience  when  providing  an 
extraordinarily  costly  and  complex 
service,  and  account  for  the  resource 
utilization  in  the  methodology  by 
identifying  the  costs  associated  with 
providing  services  on  each  claim. 'We 
note  that  visit, intensity  data  and 
diagnoses  data  are  not  incorporated  into 
the  calculation  of  the  threshold  because 
these  are  not  components  of  OPPS 


payments  or  our  longstanding  policy  for 
determining  butlier  eligibility  and 
payment  amount. 

3.  Final  Outlier  Calculation 

For  CY  2011,  we  are  applying  the 
overall  CCRs  from  the  July  2010 
Outpatient  Provider-Specific  File  with  a 
CCR  adjustment  factor  of  0.9910  to 
approximate  CY  2011  CCRs  to  charges 
on  the  final  CY  2009  claims  that  were 
adjusted  to  approximate  GY  2011 
charges  (using  the  final  2-year  charge 
inflation  factor  of  1.0988).  These  are  the 
same  CCR  adjustment  and  charge 
inflation  factors  that  were  used  to  set 
the  IPPS  fixed-dollar  threshold  for  the 
FY  2011  IPPS/LTCH  PPS  final  rule  (75 
FR  50427  through  50431).  We  simulated 
aggregated  CY  2011  hospital  outlier 
payments  using  these  costs  for  several 
different  fixed-dollar  thresholds, 
holding  the  1.75  multiple  threshold 
constant  and  assuming  that  outlier 
payment  would  continue  to  be  made  at 
50  percent  of  the  amount  by  which  the 
cost  of  furnishing  the  service  would 
exceed  1.75  times  the  APC  payment 
amount,  until  the  total  outlier  payments 
equaled  1.0  percent  of  aggregated 
estimated  total  CY  2011  OPPS 
paymenfs.  We  estimate  that  a  fixed- 
dollar  threshold  of  $2,025,  combined 
with  the  multiple  threshold  of  1.75 
times  the  APC  payment  rate,  will 
allocate  1.0  percent  of  estimated 
aggregated  total  OPPS  payments  to 
outlier  payments. 

In  summary,  for  CY  2011,  we  will 
•continue  to  make  an  outlier  payment 
that  equals  50  percent  of  the  amount  by 
which  the  cost  of  furnishing  the  service 
exceeds  1.75  times  the  APC  payment 
amount  when  both  the  1.75  multiple 
threshold  and  the  final  fixed-dollar 
$2,025  threshold  are. met.  For  CMHCs,  if 
a  CMHC’s  cost  for  partial  hospitalization 
services,  paid  under  either  APC  0172  or 
APC  0173,  exceeds  3.40  times  the 
payment  for  APC  0173,  the  outlier 
payment  is  calculated  as  50  percent  of 
the  amount  by  which  the  cost  exceeds 
3.40  times  the  APC  0173  payment  rate. 
We  estimate  that  this  threshold  will 
allocate  0.02  percent  of  outlier 
payments  to. CMHCs  for  PHP  outlier 
payments. 

4.  Outlier  Reconciliation 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  CFR  68599), 
we  adopted  as  final  policy  a  process  to 
reconcile  hospital  or  CMHC  outlier 
payments  at  cost  report  settlement  for 
services  furnished  during  cost  reporting 
periods  beginning  in  CY  2009.  OPPS 
outlier  reconciliation  more  fully  ensures 
accurate  outlier  payments  for  those 
facilities  whose  CCRs  fluctuate 


significantly  relative  to  the  CCRs  of 
other  facilities,  and  who  receive  a 
significant  amount  of  outlier  payments 
(73  FR  68598).  As  under  the  IPPS,  we 
do  not  adjust  the  fixed-dollar  threshold 
or  the  amount  of  total  OPPS  payments 
set  aside  for  outlier  payments  for 
reconciliation  activity  because  such 
action  would  be  contrary  to  the 
prospective  nature  of  the  system.  Our 
outlier  threshold  calculation  assumes 
that  overall  ancillary  CCRs  accurately 
estimate  hospital  costs  based  on  the 
information  available  to  us  at  the  time 
we  set  the  prospective  fixed-dollar 
outlier  threshold.  For  these  reasons,  as 
we  stated  in  the  proposed  rule,  and  have 
previously  discussed  in  the  CY'2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68596),  we  are  not 
incorporating  any  assumptions  about 
the  effects  of  reconciliation  into  our 
calculation  of  the  OPPS  fixed-dollar 
outlier  threshold. 

Comment:  One  commenter  asked  that 
CMS  report  the  amount  of  outlier 
reconciliation  activity  suggesting  that,  if 
the  reconciled  amounts  are  significant, 
these  amounts  should  be  factored  into 
the  annual  fixed-dollar  outlier  threshold 
in  the  future.  One  commenter  supported 
the  current  criteria  for  when  OPPS 
outlier  payments  would  go  through  a 
reconciliation  process. 

Response:  We  appreciate  the 
commenter’s  support  for  our  policy.  As 
we  discuss  above,  we  do  not  take  outlier 
reconciliation  amounts  into  account  in 
our  projections  of  future  outlier 
payments.  It  is  difficult  to  predict  the 
specific  hospitals  that  will  have  CCRs 
and  outlier  payments  that  may  be 
reconciled  in  any  given  year.  We  also 
note  that  reconciliation  occurs  because 
hospitals’  actual  CCRs  for  the  cost 
reporting  period  are  different  from  the 
interim  CCRs  used  to  calculate  outlier 
payment  when  a  bill  is  processed.  Our 
fixed-dollar  threshold  calculation 
assumes  that  CCRs  accurately  estimate 
hospital  costs  based  on  information 
available  to  us  at  the  time  we  set  the 
prospective  fixed-dollar  threshold. 
Furthermore,  we  do  not  believe  that 
estimating  the  fixed-dollar  threshold  to 
account  for  the  amount  of  payment  that 
is  recovered  or  removed  as  a  result  of 
outlier  reconciliation  in  any  given  year 
would  necessarily  result  in  a  more 
accurate  estimate  of  outlier  payments  or 
a  more  accurate  calculation  of  the  fixed- 
dollar  threshold  for  outlier  payment  for 
the  prospective  payment  year.  In  our 
experience  modeling  the  OPPS  fixed 
dollar  threshold  each  year,  changing  the 
CCRs  for  a  handful  for  hospitals  would 
not  typically  result  in  enough  change  in 
estimated  total  outlier  payments  to 
change  the  modeled  fixed  dollar 
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threshold.  For  these  reasons,. we  will  not 
make  any  assumptions  about  the 
amount  of  anticipated  reconciliation  of 
outlier  payments  on  the  outlier 
threshold  calculation  nor  will  we  report 
the  amount  of  reconciliation  activity. 

H.  Calculation  of  an  Adjusted  Medicare 
Payment  From  the  National  Unadjusted 
Medicare  Payment 

The  basic  methodology  for 
determining  prospective  payment  rates 
for  HOPD  services  under  the  OPPS  is  set 
forth  in  existing  regulations  at  42  CFR 
Part  419.  subparts  C  and  D.  As 
proposed,  for  this  final  rule  with 
comment  period,  the  payment  rate  for 
most  services  and  procedures  for  which 
payment  is  made  under  the  OPPS  is  the 
product  of  the  conversion  factor 
calculated  in  accordance  with  section 
11. B.  of  this  final  rule  with  comment 
period  and  the  relative  weight 
determined  under  section  Il.A.  of  this 
final  rule  with  comment  period. 
Therefore,  as  proposed,  for  this  Final 
rule  with  comment  period,  the  national 
unadjusted  payment  rate  for  most  APCs 
contained  in  Addendum  A  to  this  final 
rule  with  comment  period  and  for  most 
HCPCS  codes  to  which  separate 
payment  under  the  OPPS  has  been 
assigned  in  Addendum  B  to  this  final 
rule  with  comment  period  was 
calculated  by  multiplying  the  CY  2011 
scaled  weight  for  the  APC  by  tbe  CY 
2011  conversion  factor. 

We  note  that  section  1833(t)(17)  of  the 
Act,  which  applies  to  hospitals  as 
defined  under  section  1886(d)(1)(B)  of 
the  Act,  requires  that  hospitals  that  fail 
to  submit  data  required  to  be  submitted 
on  quality  measures  selected  by  the 
.Secretary,  in  the  form  and  manner  and 
at  a  time  specified  by  tbe  Secretary, 
incur  a  2.0  percentage  point  reduction 
to  their  OPD  fee  schedule  increase 
factor,  that  is,  the  annual  payment 
update  factor.  The  application  of  a 
reduced  OPD  fee  schedule  increase 
factor  results  in  reduced  national 
unadjusted  payment  rates  that  apply  to 
certain  outpatient  items  and  services 
provided  by  hospitals  that  are  required 
to  report  outpatient  quality  data  and 
that  fail  to  meet  the  Hospital  Outpatient 
Quality  Data  Reporting  Program  (HOP 
QDRP)  requirements.  For  further 
discussion  of  the  payment  reduction  for 
hospitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP,  we 
refer  readers  to  section  XVI.C.  of  this 
final  rule  with  comment  period. 

We  demonstrate  in  the  steps  below 
bow  to  determine  the  APC  payments 
that  will  be  made  in  a  calendar  year 
under  the  OPPS  to  a  hospital  that  fulfills 
the  HOP  QDRP  requirements  and  to  a 
hospital  that  fails  to  meet  the  HOP 


QDRP  requirements  for  a  service  that 
has  any  of  the  fpllowing  status  indicator 
assignments:  “P.”  “Ql,”  “Q2,”  “Q3,”  “R,” 
“S,”  “T,”  “U,”  “V,”  or  “X”  (as' defined  in 
Addendum  Dl  to  this  final  rule,  with 
comment  period),  in  a  circumstance  in 
which  the  multiple  procedure  discount 
does  not  apply,  the  procedure  is  not 
bilateral,  and  conditionally  packaged 
services  (status  indicator  of  “Ql”  and 
“Q2”)  qualify  for  .separate  payment.  We 
note  that,  although  blood  and  blogd 
products  with  status  indicator  “R”  and 
brachytherapy  sources  with  status 
indicator  “U”  are  not  subject  to  wage 
adjustment,  they  are  subject  to  reduced 
payments  when  a  hospital  fails  to  meet 
the  HOP  QDRP  requirements. 

Individual  providers  interested  in 
calculating  the  payment  amount  that 
they  would  receive  for  a  specific  service 
from  the  national  unadjusted  payment 
rates  presented  in  Addenda  A  and  B  to 
this  final  rule  with  comment  period 
should  follow  the  formulas  presented  in 
the  following  steps.  For  purposes  of  the 
payment  calculations  below,  we  refer  to 
the  national  unadjusted  payment  rate 
for  hospitals  that  meet  the  requirements 
of  the  HOP  QDRP  as  the  “full”  national 
unadjusted  payment  rate.  We  refer  to 
the  national  unadjusted  payment  rate 
for  hospitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP  as  the 
“reduced”  national  unadjusted  payment 
rate.  The  reduced  national  unadjusted 
payment  rate  is  calculated  by 
multiplying  the  reporting  ratio  of  0.980 
times  the  “full”  national  unadjusted 
payment  rate.  The  national  unadjusted 
payment  rate  used  in  the  calculations 
below  is  either  the  full  national 
unadjusted  payment  rate  or  the  reduced 
national  unadjusted  payment  rate, 
depending  on  whether  the  hospital  met 
its  HOP  QDRP  requirements  in  order  to 
receive  the  full  CY  2011  OPPS^increase 
factor. 

Step  1.  Calculate  60  percent  (the 
labor-related  portion)  of  the  proposed 
national  unadjusted  payment  rate.  Since 
the  initial  implementation  of  the  OPPS, 
we  have  used  60  percent  to  represent 
our  estimate  of  that  portion  of  costs 
attributable,  on  average,  to  labor.  We 
refer  readers  to  the  April  7,  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18496  through  18497)  for  a  detailed 
discussion  of  how  we  derived  this 
percentage.  We  confirmed  that  this 
lab&r-related  share  for  hospital 
outpatient  services  is  still  appropriate 
during  our  regression  analysis  for  the 
payment  adjustment  for  rural  hospitals 
in  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68553). 

The  formula  below  is  a  mathematical 
representation  of  Step  1  and  identifies 


the  labor-related  portion  of  a  specific 
payment  rate  for  a  specific  service. 

X  is  the  labor-related  portion  of  the 

national  unadjusted  payment  rate. 

X  =  .60  *  (national  unadju.sted  payment 

rate) 

Step  2.  Determine  the  wage  index  area 
in  which  the  hospital  is  located  and 
identify  the  wage  index  level  that 
applies  to  the  specific  hospital.  The 
wage  index  values  assigned  to  each  area 
reflect  the  geographic  statistical  areas 
(which  are  based  upon  OMB  standards) 
to  which  hospitals  are  assigned  for  FY 
2011  under  the  IPPS,  reclassifications 
through  the  MGCRB,  section 
1886(d)(8)(B)  “Lugar”  hospitals, 
reclassifications  under  section 
1886(d)(8)(E)  of  the  Act,  as  defined  in 
§  412.103  of  the  regulations,  and 
hospitals  designated  as  urban  under 
section  601(g)  of  Public  Law  98-21.  We 
note  that  the  reclassifications  of 
hospitals  under  section  508  of  Public 
Law' 108-173,  as  extended  by  section 
3137  of  tbe  Affordable  Care  Act,  expired 
on  September  30,  2010,  and,  therefore, 
are  not  applicable  under  the  IPPS  for  FY 
2011.  Therefore,  these  reclassifications 
will  not  apply  to  the  CY  2011  OPPS. 

(For  further  discussion  of  the  changes  to 
the  FY  2011  IPPS  wage  indices,  as 
applied  to  the  CY  2011  OPPS,  we  refer 
readers  to  section  II. C.  of  this  final  rule 
with  comment  period.)  In  section  II.C.  of 
this  final  rule  with  comment  period,  we 
also  discuss  our  implementation  of 
section  10324  of  the  Affordable  Care 
Act,  which  establishes  a  wage  index 
floor  of  1.00  for  frontier  States,  effective 
for  services  furnished  on  and  after 
January  1,  2011. 

Step  3.  Adjust  the  wage  index  of 
hospitals  located  in  certain  qualifying 
counties  that  have  a  relatively  high 
percentage  of  hospital  employees  who 
reside  in  the  county,  but  who  work  in 
a  different  county  with  a  higher  wage 
index,  in  accordance  with  section  505  of 
Public  Law  108-173.  Addendum  L  to 
this  final  rule  with  comment  period 
contains  the  qualifying  counties  and  the 
associated  wage  index  increase 
developed  for  the  FY  2011  IPPS  and 
published  as  Table  4J  in  the  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR  50450 
through  50646).  This  step  is  to  be 
followed  only  if  the  hospital  is  not 
reclassified  or  redesignated  under 
section  1886(d)(8)  or  section  1886(d)(10) 
of  the  Act. 

Step  4.  Multiply  the  applicable  wage 
index  determined  under  Steps  2  and  3 
by  the  amount  determined  under  Step  1 
that  represents  the  labor-related  portion 
of  the  national  unadjusted  payment  rate. 

The  formula  below  is  a  mathematical 
representation  of  Step  4  and  adjusts  the 
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labor-related  portion  of  the  national 
payment  rate  for  the  specific  service  by 
the  wage  index. 

Xu  is  the  labor-related  portion  of  the  « 
national  unadjusted  payment  rate 
(wage  adjusted). 

Xu  =  .60  *  (national  unadjusted  payment 
rate)  *  applicable  wage  index. 

Step  5.  Calculate  40  percent  (the 
nonlabor-related  portion)  of  the  national 
unadjusted  payment  rate  and  add  that 
amount  to  the  resulting  product  of  Step 
4.  The  result  is  the  wage  index  adjusted 
payment  rate  for  the  relevant  wage 
index  area. 

The  formula  below  is  a  mathematical 
representation  of  Step  5  and  calculates 
the  remaining  portion  of  the  national 
payment  rate,  the  amount  not 
attributable  to  labor,  and  the  adjusted 
payment  for  the  specific  service. 

Y  is  the  nonlabor-related  portion  of  the 
national  unadjusted  payment  rate. 

Y  =  .40  *  (national  unadjusted  payment 

rate)  • 

Adjusted  Medicare  Payment  =  Y  +  Xu 
Step  6.  If  a  provider  is  a  SCH,  set  forth 
in  the  regulations  at  §412.92,  or  an 
EACH,  which  is  considered  to  he  a  SCH 
under  section  1886(d)(5)(D)(iii)(ni)  of 
the  Act,  and  located  in  a  rural  area,  as 
defined  in  §  412.64(b),  or  is  treated  as 
being  located  in  a  rural  area  under 
§412.103,  multiply  the  wage  index 
adjusted  payment  rate  by  1.071  to 
calculate  the  total  payment. 

The  formula  below  is  a  mathematical 
representation  of  Step  6  and  applies  the 
rural  adjustment  for  rural  SCHs. 
Adjusted  Mediccire  Payment  (SCH  or 
EACH)  =  Adjusted  Medicare 
Payment  *  1.071 

We  have  provided  examples  below  of 
the  calculation  of  both  the  full  and 
reduced  national  unadjusted  payment 
rates  that  will  apply  to  certain 
outpatient  items  and  services  performed 
by  hospitals  that  meet  and  that  fail  to 
meet  the  HOP  QDRP  requirements, 
using  the  steps  outlined  above.  For 
purposes  of  this  example,  we  use  a 
provider  that  is  located  in  Brooklyn, 
New"  York  that  is  assigned  to  CBSA 
35644.  This  provider  bills  one  service 
that  is  assigned  to  APC  0019  (Level  I 
Excision/Biopsy).  The  CY  2011  full 
national  unadjusted  payment  rate  for 
APC  0019  is  $350.49.  The  reduced 
national  unadjusted  payment  rate  for  a 
hospital  that  fails  to  meet  the  HOP 
QDRP  requirements  is  $343.48.  This 
reduced  rate  is  calculated  by 
multiplying  the  reporting  ratio  of  0.980 
by  the  full  unadjusted  payment  rate  for 
APC  0019. 

The  FY  2011  wage  index  for  a 
provider  located  in  CBSA  35644  in  New 


York  is  1.3122.  The  labor-related 
portion  of  the  full  national  unadjusted 
payment  is  $275.95  (.60  *  $350.49  * 
1.3122).  The  labor-related  portion  of  the 
reduced  national  unadjusted  payment  is 
$270.43  (.60  *  $343.48  *  1.3122).  The 
nonlabor-related  portion  of  the  full 
national  unadjusted  payment  is  $140.20 
(.40  *  $350.49).  The  nonlabor-related 
portion  of  the  reduced  national 
unadjusted  payment  is  $137.39  (.40  * 
$343.48).  The  sum  of  the  labor-related 
and  nonlabor-related  portions  of  the  full 
national  adjusted  payment  is  $416.15 
($275.95  +  $140.19).  The  sum  of  the 
reduced  national  adjusted  payment  is 
$407.82  ($270.43  +  $137.39). 

I.  Beneficiary  Copayments 
1.  Background 

Section  1833(t)(3)(B)  of  the  Act 
requires  the  Secretary  to  set  rules  for 
determining  the  unadjusted  copayment 
amounts  to  be  paid  by  beneficiaries  for 
covered  OPD  services.  Section 
1833(t)(8)(C)(ii)  of  the  Act  specifies  that 
the  Secretary  must  reduce  the  national 
unadjusted  copayment  amount  for  a 
covered  OPD  service  (or  group  of  such 
services)  furnished  in  a  year  in  a 
manner  so  that  the  effective  copayment 
rate  (determined  on  a  national 
unadjusted  basis)  for  that  service  in  the 
year  does  not  exceed  a  specified 
percentage.  As  specified  in  section 
1833(t)(8)(C)(ii)(V)  of  the  Act,  for  all 
services  paid  under  the  OPPS  in  CY 
2010,  and  in  calendar  years  thereafter, 
the  percentage  is  40  percent  of  the  APC 
payment  rate. 

Section  1833(t)(3)(B)(ii)  of  the  Act 
provides  that,  for  a  covered  OPD  service 
(or  group  of  such  services)  furnished  in 
a  year,  the  national  unadjusted 
copayment  amount  cannot  be  less  than 
20  percent  of  the  OPD  fee  schedule 
amount.  Until  CY  2011,  sections 
1834(d)(2)(C)(ii)  and  1834(d)(3)(C)(ii)  of 
the  Act  further  require  that  the 
copayment  for  screening  flexible 
sigmoidoscopies  and  screening 
colonoscopies  be  equal  to  25  percent  of 
the  paynient  amount.  Since  the 
beginning  of  the  OPPS,  we  have  applied 
the  25  percent  copayment  to  screening 
flexible  sigmoidoscopies  and  screening 
colonoscopies.  However,  section  4104  of 
the  Affordable  Care  Act  eliminated  the 
coinsurance  (to  which  section 
1833(t)(2)(B)  refers  as  the  “copayment”) 
for  preventive  services  that  meet  certain 
requirements,  including  flexible 
sigmoidoscopies  and  screening 
colonscopies,  and  waived  the  Part  B 
deductible  for  screening  colonoscopies 
that  become  diagnostic  during  the 
procedure.  We  discuss  our 
implementation  of  this  provision  in 


section  XII. B.  of  this  final  rule  with 
comment  period. 

2.  OPPS  Copayment  Policy 

In  the  CY  2011  OPPS/ASC  proposed 
rule,  for  CY  2011,  we  proposed  to 
determine  copayment  amounts  for  new 
and  revised  APCs  using  the  same 
methodology  that  we  implemented 
beginning  in  CY  2004.  (We  refer  readers 
to  the  November  7,  2003  OPPS  final  rule 
with  comment  period  (68  FR  63458).)  In 
addition,  we  proposed  to  use  the  same 
standard  rounding  principles  that  we 
have  historically  used  in  instances 
where  the  application  of  our  standard 
copayment  methodology  would  result  in 
a  copayment  amount  that  is  less  than  20 
percent  and  cannot  be  rounded'  under 
standard  rounding  principles,  to  20 
percent.  (We  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66687)  in  which 
we  discuss  our  rationale  for  applying 
these  rounding  principles.)  The  national 
unadjusted  copayment  amounts  for 
services  payable  under  the  OPPS  that 
will  be  effective  January  1,  2011,  are 
shown  in  Addenda  A  and  B  to  this  final 
ruje  with  comment  period.  As  discussed 
in  section  XVI.D.  of  this  final  rule  with 
comment  period,  for  CY  2011,  the 
Medicare  beneficiary’s  minimum 
unadjusted  copayment  and  national 
unadjusted  copayment  for  a  service  to 
which  a  reduced  national  unadjusted 
payment  rate  applies  would  equal  the 
product  of  the  reporting  ratio  and  the 
national  unadjusted  copayment,  or  the 
product  of  the  reporting  ratio  and  the 
minimum  unadjusted  copayment, 
respectively,  for  the  service. 

We  did  not  receive  any  public 
comments  regarding  the  proposed 
methodology  for  calculating  copayments 
for  CY  3011.  Therefore,  for  the  reasons 
set  forth  in  the  proposed  rule  (74  FR 
46240),  we  are  finalizing  our  CY  2011 
copayment  amounts  without 
modification.  We  note  that  we  received 
comments  on  the  copayments  that 
would  apply  to  beneficiaries  who 
receive  services  from  dedicated  cancer 
hospitals  under  our  proposal  to  provide 
an  adjustment  to  payments  to  these 
hospitals.  Those  copayment-related 
public  comments  are  discussed  in 
section  II. F  of  this  final  rule  with 
comment  period. 

3.  Calculation  of  an  Adjusted 
Copayment  Amount  for  an  APC  Group 

Individuals  interested  in  calculating 
the  national  copayment  liability  for  a 
Medicare  beneficiary  for  a  given  service 
provided  by  a  hospital  that  met  or  failed 
to  meet  its  HOP  QDRP  requirements 
should  follow  the  formulas  presented  in 
the  following  steps. 
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Step  1 .  Calculate  the  beneficiary 
payment  percentage  for  the  APC  by 
dividing  the  APC’s  national  unadjusted 
copayment  by  its  payment  rate.  For 
example,  using  APC  0019,  $70.10  is  20 
percent  of  the  full  national  unadjusted 
payment  rate  of  $350.49.  For  APCs  with 
only  a  minimum  unadjusted  copayment 
in  Addendum  A  and  B  of  this  final  rule 
with  comment  period,  the  beneficiary 
payment  percentage  is  20  percent. 

The  formula  below  is  a  mathematical 
representation  of  Step  1  and  calculates 
national  copayment  as  a  percentage  of 
national  payment  for  a  given  service. 

B  is  the  beneficiary  payment  percentage. 
B  =  National  unadjusted  copayment  for 
APC/national  unadjusted  payment 
rate  for  APC 

Step  2.  Calculate  the  appropriate 
wage-adjusted  payment  rate  for  the  APC 
for  the  provider  m  question,  as 
indicated  in  Steps  2  through  4  under 
section  II.H.  of  this  final  rule  with 
comment  period.  Calculate  the  rural 
adjustment  for  eligible  providers  as 
indicated  in  Step  6  under  section  II.H. 
of  this  final  rule  with  comment  periods 
Step  3.  Multiply  the  percentage 
calculated  in  Step  1  by  the  payment  rate 
calculated  in  Step  2.  The  result  is  the 
wage-adjusted  copavment  amount  for 
the  APC. 

The  formula  below  is  a  mathematical 
representation  of  Step  3  and  applies  the 
beneficiary  percentage  to  the  adjusted 
payment  rate  for  a  service  calculated 
under  section  II.H.  of  this  final  rule  with 
comment  period,  with  and  without  the 
rural  adjustment,  to  calculate  the 
adjusted  beneficiary  copayment  for  a 
given  service. 

Wage-adjusted  copayment  amount  for 
the  APC  =  Adjusted  Medicare 
Payment  *  B 


Wage-adjusted  copayment  amount  for 

the  Arc  (SCH  or  EACH)  =  (Adjusted 

Medicare  Payment  *  1.071)  *  B 

Step  4.  For  a  hospital  that  failed  to 
meet  its  HOP  QDRP  requirements, 
multiply  the  copayment  calculated  in 
Step  3  by  the  reporting  ratio  of  0.980. 

The  unadjusted  copayments  for 
services  payable  under  the  OPPS  that 
are  effective  January  1,  2011,  are  shown 
in  Addenda  A  and  B  to  this  final  rule 
with  comment  period.  We  note  that  the 
national  unadjusted  payment  rates  and 
copayment  rates  shown  in  Addenda  A 
and  B  to  this  final  rule  with  comment 
period  reflect  the  full  market  basket 
conversion  factor  increase,  as  discussed 
in  section  XVI.D.  of  this  final  rule  with 
comment  period. 

III.  OPPS  Ambulatory  Payment 
Classification  (APC)  Group  Policies 

A.  OPPS  Treatment  of  New  HCPCS  and 
CPT  Codes 

CPT  and  Level  II  HCPCS  codes  are 
used  to  report  procedures,  services, 
items,  and  supplies  under  the  hospital 
OPPS.  Specifically;  CMS  recognizes  the 
following  codes  on  OPPS  claims:  (1) 
Category  I  CPT  codes,  which  describe 
medical  services  and  procedures;  (2) 
Category  III  CPT  codes,  which  describe 
new  and  emerging  technologies, 
services,  and  procedures;  and  (3)  Level 
II  HCPCS  codes,  which  are  used 
primarily  to  identify  products,  supplies, 
temporary  procedures,  and  services  not 
described  by  CPT  codes.  CPT  codes  are 
established  by  the  American  Medical 
Association  (AMA)  and  the  Level  II 
HCPCS  codes  are  established  by  the 
CMS  HCPCS  Workgroup.  These  codes 
are  updated  and  changed  throughout  the 
year.  CPT  and  HCPCS  code  changes  that 


affect  the  OPPS  are  published  both 
through  the  annual  rulemaking  cycle 
and  through  the  OPPS  quarterly  update 
Change  Requests  (CRs).  CMS  releases 
new  Level  II  HCPCS  codes  to  the  public 
or  recognizes  the  release  of  new  CPT 
codes  by  the  AMA  and  makes  these 
codes  effective  (that  is,  the  codes  can  be 
reported  on  Medicare  claims)  outside  of 
the  formal  rulemaking  process  via  OPPS 
quarterly  update  CRs.  This  quarterly 
process  offers  hospitals  access  to  codes 
that  may  more  accurately  describe  items 
or  services  furnished  and/or  provides 
payment  or  more  accurate  payment  for 
these  items  or  services  in  a  timelier 
manner  than  if  CMS  waited  for  the 
annual  rulemaking  process.  We  solicit 
comments  on  these  new  codes  and 
finalize  our  proposals  related  to  these 
codes  through  our  annual  rulemaking 
process.  In  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46241  through 
46246,  we  summarized  and  sought 
public  comnfents  on  our  process  for 
updating  codes  as  well  as  our  proposed 
treatment  of  certain  codes.  As  we 
proposed,  in  Table  17  below,  using  the 
April  1,  2010  through  January  1,  2011 
time  period,  we  summarize  our  process 
for  updating  codes  through  our  OPPS 
quarterly  update  CRs,  seeking  public 
comments,  and  finalizing  their 
treatment  under  the  OPPS.  We  note  that 
because  of  the  timing  of  the  publication 
of  the  proposed  rule,  the  codes 
implemented  through  the  July  2010 
OPPS  quarterly  update  were  not 
included  in  Addendum  B  but  were 
listed  in  Table  14  of  the  proposed  rule 
(75  FR  46243),  while  those  codes  based 
upon  the  April  2010  OPPS  quarterly 
update  were  included  in  Addendum  B. 


Table  17— Comment  Timeframe  for  New  or  Revised  HCPCS  Codes 


OPPS  quarterly  update  CR  j 

1  ype  of  code  | 

Effective  date 

Comments  sought 

When  finalized 

April  1,  2010  .  ! 

Level  II  HCPCS  Codes  .  j 

April  1,  2010 . 

CY  201 1  OPPS/ASC  pro¬ 
posed  rule. 

CY  201 1  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

July  1,  2010 .  j 

i 

Level  II  HCPCS  Codes  .  i 

i 

July  1,  2010  . 

CY  201 1  OPPS/ASC  pro¬ 
posed  rule. 

CY  201 1  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

Category  1  (certain  vaccine 
codes)  and  III  CPT 
j  codes. 

July  1,  2010  . 

CY  201 1  OPPS/ASC  pro¬ 
posed  rule. 

CY  201 1  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

October  1,  2010  . 

1  Level  II  HCPCS  Codes  . 

i 

October  1,  2010  . 

CY  2011  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

CY  2012  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

January  1 ,  201 1  . 

Level  II  HCPCS  Codes  . 

January  1 ,  201 1  . 

CY  201 1  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

CY  2012  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

!  Category  1  and  III  CPT 
!  Codes. 

1 

j  January  1 ,  201 1  . 

i 

CY  201 1  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

1 _ _ _ 

CY  2012  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

Federal  Register/ Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Rules  and  Regulations  71893 


This  process  is  discussed  in  detail 
below.  We  have  separated  our 
discussion  into  two  sections  based  on 
whether  we  proposed  to  solicit  public 
comments  in  the  CY  2011  OPPS/ASC 
proposed  rule  or  are  soliciting  public 
comments  in  this  CY  2011  OPPS/ASC 
final  rule  with  comment  period.  In  the 
CY  2011  OPPS/ASC  proposed  rule,  we 
noted  that  we  sought  public  comments 
in  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  on  the  new  CPT 
and  Level  II  HCPCS  codes  that  were 
effective  January  1,  2010.  We  also 
sought  public  comments  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  on  the  new  Level  II  HCPCS  codes 
effective  October  1,  2009.  These  new 
codes  with  an  effective  date  of  October 
1,  2009,  or  January  1,  2010,  were  flagged 
with  comment  indicator  “NI”  (New 
code,  interim  APC  assignment; 
comments  will  be  accepted  on  the 
interim  APC  assignment  for  the  new 
codej  in  Addendum  B  to  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  to  indicate  that  we  were 
assigning  them  an  interim  payment 
status  and  an  APC  and  payment  rate,  if 
applicable,  which  were  subject  to  public 
comment  following  publication  of  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period.  We  received  public 
comments  on  the  interim  APC 
assignments  for  CPT  codes  63663 
(Revision  including  jeplacement,  when 
performed,  of  spinal  neurostimulator 
electrode  percutaneous  array(s), 
including  fluoroscopy,  when 
performed),  63664  (Revision  including 
replacement,  when  performed,  of  spinal 
neurostimulator  electrode  plate/ 
paddle(s)  placed  via  laminotomy  or 
laminectomy,  including  fluoroscopy, 
when  performed),  75571  (Computed 
tomography,  heart,  without  contrast 
material,  with  quantitative  evaluation  o£ 
coronary  calcium),  and  77338  (Multi¬ 
leaf  collimator  (MLC)  device(s)  for 
intensity  modulated  radiation  therapy 
(IMRT),  design  and  construction,  per 
IMRT  plan)  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period.  These 
codes  were  assigned  to  comment 
indicator  “NI”  in  that  final  rule  with 
comment  period.  We  note  that  we  also 
received  the  same  comments  for  these 
codes  from  the  CY  2011  OPPS/ASC 
proposed  rule,  and  a  summary  of  the 
comments  and  our  responses  with  our 
discussion  of  our  final  treatment  of 
these  CPT  codes  can  be  found  in  section 
III.D.  of  this  final  rule  with  comment 
period. 


1.  Treatment  of  New  Level  II  HCPCS 
Codes  and  Category  I  CPT  Vaccine 
Codes  and  Category  III  CPT  Codes  for 
Which  We  Solicited  Public  Comments 
in  the  CY  2011  Proposed  Rule 

As  of  April  1  and  July  1  of  CY  2010, 
we  made  effective  a  total  of  22  new 
Level  II  HCPCS  codes,  4  new  Category 
I  CPT  vaccine  codes,  and  11  new 
Category  III  CPT  codes  that  were  not 
addressed  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  that 
updated  the  OPPS.  Twenty-two  new 
Level  II  HCPCS  codes  were  effective  for 
the  April  and  July  2010  updates,  and  of. 
the  22  new  HCPCS  codes,  a  total  of  14 
Level  II  HCPCS  codes  were  newly 
recognized  for  separate  payment  under 
the  OPPS. 

Through  the  April  2010  OPPS 
quarterly  update  CR  (Transmittal  1924, 
Change  Request  6857,  dated  February 
26,  2010),  we  allowed  separate  payment 
for  a  total  of  6  of  the  2-2  Level  II  HCPCS 
codes.  Specifically,  as  displayed  in 
Table  18  below,  these  included  HCPCS 
codes  C9258  (Injection,  telavancin,  10 
mg),  C9259  (Injection,  pralatrexate,  1 
mg),  C9260  (Injection,  ofatumumab,  10 
mg),  C9261  (Injection,  ustekinumab,  1 
mg),  C9262  (Fludarabine  phosphate, 
oral,  1  mg),  and  C9263  (Injection, 
ecallantide,  1  mg). 

In  addition  to  the  six  HCPCS  C-codes, 
five  new  HCPCS  G-codes  weretnade 
effective  on  April  1,  2010.  We  did  not 
recognize  the  five  new  HCPCS  G-codes 
for  separate  payment  under  the  OPPS 
because  they  were  either  paid  under 
another  Medicare  payment  system  or 
were  noncovered  services  under 
Medicare.  Specifically,  we  assigned 
HCPCS  codes  G0432  (Infectious  agent 
antigen  detection  by  enzyme 
immunoassay  (EIA)  technique, 
qualitative  or  semi-quantitative, 
multiple-step  method,  HIV-1  or  HIV-2, 
screening),  G0433  (Infectious  agent 
antigen  detection  by  enzyme-linked 
immunosorbent  assay  (ELISA) 
technique,  antibody,  HIV-1  or  HIV-2, 
screening),  G0435  (Infectious  agent 
antigen  detection  by  rapid  antibody  test 
of  oral  mucosa  transudate,  HIV-1  or 
HIV-2,  screening),  and  G9143  (Warfarin 
responsiveness  testing  by  genetic 
technique  using  any  method,  any 
number  of  specimen(s)),  to  status 
indicator  “A”  (Not  paid  under  OPPS. 
Paid  by  fiscal  intermediaries/MACs 
under  a  fee  schedule  or  payment  system 
other  than  OPPS)  to  indicate  that  these 
services  are  paid  under  the  Medicare 
Clinical  Laboratory  Fee  Schedule. 
(CLFS).  Further,  we  did  not  recognize 
for  separate  payment  HCPCS  code 
G9147  (Outpatient  Intravenous  Insulin 
Treatment  (OIVIT)  and  assigned  it  to 


status  indicator  “E”  (Not  paid  by 
Medicare  when  submitted  on  outpatient 
claims  (any  outpatient  bill  type)) 
because  this  service  is  nationally  a 
noncovered  service  under  Medicare. 

In  the  CY  2011  OPPS/ASC  proposed 
rule,  we  solicited  public  comments  on 
the  status  indicators  and  APC 
assignments  of  the  11  Level  II  HCPCS 
codes,  which  were  listed  in  Table  13  of 
that  proposed  rule  (75  FR  46242)  and 
now  appear  in  Table  18  of  this  final  rule 
with  comment  period. 

We  did  not  receive  any  public 
comments  on  the  proposed  APC 
assignments  and  status  indicators  for 
the  11  Level  II  HCPCS  codes  included 
in  Table  13  of  the  proposed  rule. 
However,  for  CY  2011,  the  HCPtS 
Workgroup  replaced  the  five  of  the  six 
HCPCS  C-codes  with  permanent  HCPCS 
J-codes.  Specifically,  HCPCS  code 
C9258  was  replaced  with  HCPCS  code 
)3095  (Injection,  telavancin,  10  mg); 
HCPCS  code  C9259  with  HCPCS  code 
J9307  (Injection,  pralatrexate,  1  mg); 
HCPCS  code  C9260  with  HCPCS  code 
J9302  (Injection,  ofatumumab,  10  mg); 
HCPCS  code  C9261  with  HCPCS  code 
J3357  (Injection,  ustekinumab,  1  mg); 
and  HCPCS  code  C9263  with  HCPCS 
code  J1290  (Injection,  ecallantide,  1  mg). 
We  also  note  that  HCPCS  code  C9262 
was  deleted  on  June  30,  2010,  and 
replaced  with  HCPCS  code  Q2025 
(Fludarabine  phosphate  oral,  1  mg) 
effective  July  1,  2010.  Finally,  for  the  CY 
2011  update,  the  HCPCS  Workgroup 
deleted  HCPCS  code  Q2025  and 
replaced  it  with  HCPCS  code  J8562 
(Fludarabine  phosphate  oral,  10  mg) 
effective  January  1,  2011. 

Consistent  with  our  general  policy  of 
streamlining  coding  by  using  permanent 
HCPCS  codes  if  appropriate  rather  than 
HCPCS  C-codes  for  the  reporting  of 
drugs  under  the  OPPS.  we  are  showing 
the  replacement  HCPCS  J-codes  for  the 
same  descriptor  in  Table  18  that  replace 
the  HCPCS  C-codes  first  implemented  in 
April  2010,  effective  January  1,  2011. 
With  the  exception  of  HCPCS  code 
C9262,  which  was  deleted  June  30, 

2010,  all  five  HCPCS  C-codes  will  be 
deleted  on  .December  31,  2010.  Because 
HCPCS  codes  C9258,  C9259,  C9260. 
C9261,  and  C9263  describe  the  same 
drugs  and  the  same  dosages  currently 
designated  by  HCPCS  codes  J3095, 
J9307,  J9302,  J3357,  and  J1290, 
respectively,  these  drugs  will  continue 
their  pass-through  status  in  CY  2011. 
Therefore,  we  are  assigning  HCPCS 
codes  J3095,  J9307,  J9302,  J3357,  and 
J1290  to  the  same  status  indicators  and 
APCs  as  their  predecessor  C-codes,. as  . 
shown  in  Table  18. 

We  did  not  receive  any  public 
comments  on  the  new  Level  II  HCPCS 
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codes  that  were  implemented  in  April 
2010.  Therefore,  as  discussed  in  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46242),  we  are  adopting  as  final  for  CY 


2011,  without  modification,  our 
proposal  to  assign  the  Level  11  HCPCS 
codes  listed  in  Table  18  to  the  specific 
APCs  and  status  indicators  set  forth  in 


the  CY  2011  OPPS/ASC  proposed  rule. 
Table  18  below  shows  the  final  APC  and 
status  indicator  assignments  for  all  11 
Level  II  HCPCS  codes. 


Table  18 — Level  II  HCPCS  Codes  With  a  Change  in  OPPS  Status  Indicator  or  Newly  Implemented  in  April 

2010 


CY  201 1 
HCPCS  Code 

CY  2010 
HCPCS  Code 

CY  201 1  Long  descriptor 

Final 

CY  2011 
Status 
Indicator 

Final 

CY  201 1 
APC 

J3095  . 

C9258 

Injection,  telavancin,  10  mg  . . . 

G 

9258 

J9307  . 

C9259 

Injection,  pralatrexate,  1  mg  . 

G 

9259 

J9302  . 

C9260 

Injection,  ofatumumab,  10  mg  . . . 

G 

9260 

J3357  . 

C9261 

Injection,  ustekinumab,  1  mg . 

G 

9261 

J8562  . 

C9262 

Fludarabine  phosphate,  oral,  10  mg . 

G 

1339 

J1290  . . 

C9263 

Injection,  ecallantide,  1  mg  . 

G 

9263 

G0432  . 

G0432 

Infectious  agent  antibody  detection  by  enzyme  immunoassay  (EIA)  tech¬ 
nique,  qualitative  or  semiquantitative,  multiple-step  method,  HIV-1  or 
HIV-2,  screening. 

A 

NA 

G0433  . 

G0433 

Infectious  agent  antibody  detection  by  enzyme-linked  immunosorbent  assay 
(ELISA)  technique,  antibody,  HIV-1  or  HIV-2,  screening.  • 

A 

NA 

G0435  . 

G0435 

Infectious  agent  detection  by  rapid  antibody  test  of  oral  mucosa  transudate, 
HIV-1  or  HIV-2,  screening. 

A 

NA 

G9143  . 

G9143 

Warfarin  responsiveness  testing  by  genetic  technique  using  any  method, 
any  number  of  specimen{s). 

A 

NA 

G9147 . 

G9147 

Outpatient  Intravenous  Insulin  Treatment  (OlVIT)  either  pulsatile  or  contin¬ 
uous,  by  any  means,  guided  by  the  results  of  measurements  for:  res- 
piratoiy  quotient;  and/or,  urine  urea  nitrogen  (UUN);  and/or,  arterial,  ve¬ 
nous  or  capillary  glucose;  and/or  potassium  concentration. 

E 

NA 

•Level  II  HCPCS  code  C9262  was  deleted  June  30,  2010,  and  replaced  with  HCPCS  code  Q2025  effective  July  1,  2010.  Level  11  HCPCS 
code  02025  will  be  deleted  on  December  31,  2010,  and  replaced  with  HCPCS  code  J8562  effective  January  1,  2011. 


Through  the  July  2010  OPPS  quarterly 
update  CR.  (Transmittal  1980,  Change 
Request  6996,  dated  June  4,  2010), 
which  included  HCPCS  codes  that  were 
made  effective  July  1,  2010,  we  allowed 
separate  payment  for  8  of  the  22  new 
Level  II  HCPCS  codes.  Specifically,  as 
displayed  in  Table  14  of  the  proposed 
rule,  we  provided  separate  payment  for 
HCPCS  codes  C9264  (Injection, 
tocilizumab,  1  mg),  C9265  (Injection, 
romidepsin,  1  mg),  C9266  (Injection, 
collagenase  clostridium  histolyticum, 

0.1  mg),  C9267  (Injection,  von 
Willebrand  factor  complex  (human), 
Wilate,  per  100  lU  VWF:  RCO),  C9268 
(Capsaicin,  patch,  10cm2),  C9367  (Skin 
substitute,  Endoform  Dermal  Template, 
per  square  centimeter),  Q2025 
(Fludarabine  phosphate  oral,  lOmg),  and 
C9800  (Dermal  injection  procedure(s) 
for  facial  lipodystrophy  syndrome  (LDS) 
and  provision  of  Radiesse  or  Sculptra 
dermal  filler,  including  all  items  and 
supplies). 

We  note  that  HCPCS  code  C9262  was 
made  effective  April  1,  2010,  and 
deleted  June  30,  2010,  when  it  was 
replaced  with  HCPCS  code  Q2025.  As 
discussed  in  section  V.A.3.  of  the  CY 
2011  OPPS/ASC  proposed  rule,  pass¬ 
through  status  began  for  this  drug  on 
April  1,  2010.  Because  HCPCS  code 
Q2025  describes  the  same  drug  as 
HCPCS  code  C9262,  we  are  continuing 


its  pass-through  status  and  assigning  the 
HCPCS  Opcode  to  the  same  APC  and 
status  indicator  as  its  predecessor 
HCPCS  C-code,  as  shown  in  Table  19. 
Specifically,  HCPCS  code  Q2025  is 
assigned  to  APC  9262  with  a  status 
indicator  “G.” 

Of  the  12  HCPCS  codes  that  were 
made  effective  July  1,  2010,  we  did  not 
recognize  4  HCPCS  codes  for  separate 
payment.  Specifically,  we  did  not 
recognize  HCPCS  codes  G0428 
(Gollagen  Meniscus  Implant  procedure 
for  filling  meniscal  defects  (e.g.,  CMI, 
collagen  scaffold,  Menaflex)),  G0429 
(Dermal  filler  injection(s)  for  the 
treatment  of  facial  lipodystrophy 
syndrome  (LDS)  (e.g.,  as  a  result  of 
highly  active  antiretroviral  therapy), 
Q2026  (Injection,  Radiesse,  0.1  ml),  and 
Q2027  (Injection,  Sculptra,  0.1  ml). 
Under  the  hospital  OPPS,  we  have 
assigned  HCPCS  code  G0428  to  status 
indicator  “E”  (Not  paid  by  Medicare 
when  submitted  on  outpatient  claims 
(any  outpatient  bill  type))  because  this 
service  is,  nationally  noncovered  by 
Medicare.  Further,  because  HCPCS  code 
C9800  describes  both  the  injection 
procedure  and  the  dermal  filler 
supplies,  we  have  assigned  HCPCS 
codes  G0429,  Q2026,  and  Q2027  to 
status  indicator  “B”  to  indicate  that 
these  HCPCS  codes  are  not  recognized 
by  OPPS  when  submitted  on  an 


outpatient  hospital  Part  B  bill  type  12x 
and  13x.  Specifically,  hospitals  must 
report  HCPCS  code  C9800  to  report  the 
dermal  filler  supplies  and  the  dermal 
filler  injection  procedure.  Under  the 
hospital  OPPS,  we  have  assigned 
HCPCS  code  C9800  to  APC  0135  with  a 
status  indicator  “T.” 

Comment:  One  commenter  stated  that 
the  proposed  payment  rate  for  HCPCS 
code  C9800  does  not  cover  the  cost  of 
Sculptra.  The  commenter  requested  that 
CMS  reevaluate  the  proposed  payment 
rate  for  HCPCS  code  C9800  to  ensure 
that  it  covers  a  hospital’s  acquisition 
cost  and  that  Medicare  provide  access  to 
this  nationally  covered  therapy.  The 
commenter  provided  no  pricing 
information  for  Sculptra  or  other 
supplies  used  in  this  procedure. 

Response:  The  payment  rate  for 
HCPCS  code  C9800  for  CY  2011 
includes  both  the  administration  of  the 
dermal  fillers  as  well  as  the  dermal  filler 
supplies.  We  further  stated  in  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46242)  that  because  the  payment  for 
HCPCS  code  C9800  includes  both  the 
injection  procedure  and  the  dermal 
filler  si-npliesr  we  have  assigned  HCPCS 
codes  G0429,  Q2026,  and  Q2027  to 
indicator  “B”  to  indicate  that  these 
HCPCS  codes  are  not  recognized  by 
OPPS  when  submitted  on  a  hospital 
outpatient  Part  B  bill  types  12x  and  13x. 
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Specifically,  hospital  outpatient 
facilities  must  use  HCPCS  code  C9800 
to  report  dermal  filler  supplies  and  the 
dermal  filler  injection  procedure. 
Although  there  are  two  HCPCS  codes 
that  describe  dermal  filler  supplies, 
specifically,  HCPCS  codes  Q2026  for 
Radiesse  and  Q2027  for  Sculptra,  CMS 
has  not  received  ASP  pricing  for  these 
two  products.  Under  the  OPPS,  there  is 
no  provision  to  contractor-price  drugs 
and  biologicals,  and  without  ASP 
information,  we  could  not  recognize  the 
Q-codes  for  separate  payment.  We  will 
reevaluate  the  status  indicator 
assignments  for  the  HCPCS  codes  that 
describe  dermal  injection  procedure(s) 
for  facial  lipodystrophy  syndrome  (LDS) 
once  we  receive  ASP  information  for  the 
dermal  filler  supplies.  That  is,  we  will 
reevaluate  the  APC  and  status  indicator 
assignments  for  HCPCS  codes  C9800, 
G0429,  Q2026,  and  Q20207. 

Also,  it  should  be  noted  that  with  all 
new  codes  for  which  we  lack  pricing 
information,  our  policy  has  been  to 
assign  the  service  to  an  existing  APC 
based  on  input  from  a  variety  of  sources, 
including,  but  not  limited  to,  review  of 
the  clinical  similarity  of  the  service  to 
existing  procedures;  input  from  CMS 
medical  advisors;  information  from 
interested  specialty  societies;  and 
review  of  all  other  information  available 
to  us.  The  OPPS  is  a  prospective 
payment  system  that  provides  payment 
for  groups  of  services  that  share  clinical 
and  resource  use  characteristics.  Based 
on  our  review,  we  believe  that  the 
service  described  by  HCPCS  code  C9800 
shares  similar  resource  and  clinical 
characteristics  to  the  procedures 
included  in  APC  0135  (Level  III  Skin 
Repair).  Although  we  currently  do  not 
have  ASP  informalion  for  the  dermal 
fdler  supplies,  we  believe  that  the 
service  is  appropriately  placed  in  APC 
0135  based  on  the  latest  available 
information  that  we  have.  We-believe 
that  the  service  described  by  HCPCS 
code  C9800  is  analogous  to  those 


services  currently  assigned  to  APC  0135 
because  HCPCS  code  C9800  and  the 
procedures  listed  in  this  APC  relate  to 
procedures  involving  the  skin,  and 
HCPCS  code  C8900  and  other 
procedures  in  this  APC  involve 
injection(s)  into  the  dermal  layers. 

Therefore,  after  consideration  of  the 
public  comment  we  received,  we  are 
adopting  as  final,  without  modification, 
our  proposal  to  continue  to  assign 
HCPCS  code  C9800  to  APC  0135,  which 
has  a  final  CY  2011  APC  median  cost  of 
approximately  $316. 

We  did  not  receive  any  public 
comments  on  the  other  proposed  APC  . 
assignments  and  status  indicators  for 
the  other  11  Level  II  HCPCS  codes  listed 
in  Table  14  of  the  CY  2011  OPPS/ASC 
proposed  rule.  However,  for  CY  2011, 
the  HCPCS  Workgroup  replaced  the  six 
HCPCS  C-codes  with  permanent  HCPCS 
J-codes.  Specifically,  HCPCS  code 
C9264  was  replaced  with  HCPCS  code 
J3262  (Injection,  tocilizumab,  1  mg); 
HCPCS  code  C9265  was  replaced  with 
HCPCS  code  )9315  (Injection, 
romidepsin,  1  mg);  HCPCS  code  C9266 
was  replaced  with  HCPCS  code  J0775 
(Injection,  collagenase  Clostridium 
histolyticum,  0.01  mg);  HCPCS  code 
C9267  was  replaced  with  HCPCS  code 
J7184  (Injection,  von  Willebrand  factor 
complex  (human),  Wilate,  per  100  lU 
VWF:  RCO);  HCPCS  code  C9268  was 
replaced  with  J7335  (Capsaicin  8% 
patch,  per  10  square  centimeters);  and 
HCPCS  code  Q2025  (previously 
described  as  HCPCS  code  C9262)  was 
replaced  with  HCPCS  code  J8562 
■  (Fludarabine  phosphate  oral,  10  mg). 

Consistent  with  our  general  policy  of 
using  permanent  HCPCS  codes  if 
appropriate  rather  than  HCPCS  C-codes 
for  the  reporting  of  drugs  under  the 
OPPS  in  order  to  streamline  coding,  we 
are  showing  the  replacement  HCPCS 
J-codes  in  Table  19  that  will  replace  the 
HCPCS  C-codes,  effective  January  1, 
2011.  Because  HCPCS  codes  C9264, 
C9265,  C9267,  and  C9268  describe  the 
same  drugs  and  the  same  dosages 


currently  designated  by  HCPCS  codes 
J3262,  J9315,  J7184,  and  J7335, 
respectively,  these  drugs  will  continue 
their  pass-through  status  in  CY  2011. 
Therefore,  we  are  assigning  HCPCS 
codes  J3262,  J9315,  J7184,  and  J7335  to 
the  same  status  indicators  and  APCs  as 
their  predecessor  C-codes,  as  shown  in 
Table  19.  We  note  that  replacement 
codes  for  HCPCS  codes  C9266  and 
Q2025  do  not  describe  the  same  dosage 
descriptors,  and  consequently,  the 
replacement  HCPCS  codes  will  be  given 
new  APCs.  Specifically,  HCPCS  code 
C9266  describes  a  dosage  descriptor  of 
0.1  mg,  however,  its  replacement 
HCPCS  code  J0775  describes  a  dosage 
descriptor  of  0.01  mg.  Similarly,  HCPCS 
code  Q2025  describes  a  dosage 
descriptor  of  1  mg;  however,  its 
replacement  HCPCS  code  J8562 
describes  a  dosage  descriptor  of  10  mg. 
For  CY  2011,  HCPCS  codes  J0775  and 
J8562  are  assigned  to  APC  1340  and 
APC  1339,  respectively.  Because  their 
predecessor  codes  were  assigned  to  . 
pass-through  status,  both  HCPCS  codes 
J0775  and  J8562  continue  to  be  assigned 
to  status  indicator  “G”  for  CY  2011.  We 
note  that  we  generally  assign  only  one 
APC  to  those  HCPCS  codes  that  describe 
separately  payable  drugs,  and  maintain 
that  same  APC  when  there  is  no  change 
to  the  dosage  descriptor  of  a  HCPCS 
drug  code.  Alternatively,  when  there  is 
a  change  to  the  dosage  descriptor,  we 
will  reassign  the  separately  payable 
HCPCS  drug  code  to  a  new  APC  to 
maintain  data  consistency  for  future 
rulemaking. 

After  consideration  of  the  public 
comment  that  we  received,  we  are 
adopting  as  final,  without  modification, 
our  proposal  to  assign  the  Level  II 
HCPCS  codes  listed  in  Table  19  to  the 
APCs  and  status  indicators  as  proposed 
for  CY  2011.  Table  19  below  includes  a 
complete  list  of  the  HCPCS  codes  that 
were  made  effective  July  1,  2010,  with 
their  status  indicators  and  APC 
assignment  for  CY  2011. 


Tabue  19 — New  Level  II  HCPCS  Codes  Implemented  in  July  2010 


CY  201 1 
HCPCS  Code 

CY  2010 
HCPCS  Code 

■  1 

CY  201 1  Long  descriptor  ; 

Final  I 

*CY2011  1 

status  ! 

indicator  | 

Final 

CY  201 1 
APC 

J3262  . 

C9264 

Injection,  tocilizumab,  1  mg  . 

G 

i  9264 

J9315  . 

C9265 

Injection,  romidepsin,  1  mg . . . 

G 

9265 

J0775  . 

C9266 

Injection,  collagenase  Clostridium  histolyticum,  0.01  mg . 

G 

1340 

J7184  . 

C9267 

Injection,  von  Willebrand  factor  complex  (human),  Wilate,  per  100  lU  VWF: 
RCO. 

G 

9267 

J7335  . 

C9268 

Capsaicin  8%  patch,  per  10  square  centimeters  . 

1  ^ 

i  9268 

C9367  . 

C9367 

Skin  substitute,  Endoform  Dermal  Template,  per  square  centimeter  . 

!  G 

i  9367 

C9800  . 

C9800 

Dermal  injection  procedure(s)  for  facial  lipodystrophy  syndrome  (LDS)  and 
provision  of  Radiesse  or  Sculptra  dermal  filler,  including  all  items  and  sup¬ 
plies. 

i  T 

1 

i 

1 

1  0135 
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Table  19 — New  Level  II  HCPCS  Codes  Implemented  in  July  2010 — Continued 


CY  2011 
HCPCS  Code 

CY  2010 
HCPCS  Code 

CY  201 1  Long  descriptor 

Final 

CY  201 1 
status 
indicator 

Final 

CY  201 1 
APC 

G0428  . 

G0428 

Collagen  meniscus  implant  procedure  for  filling  meniscal  defects  (e.g.,  CMI, 
collagen  scaffold,  Menaflex). 

E 

*NA 

G0429  . 

G0429 

Dermal  filler  injection(s)  for  the  treatment  of  facial  lipodystrophy  syndrome 
(LDS)  (e.g.,  as  a  result  of  highly  active  antiretroviral  therapy). 

B 

NA 

J8562  . 

Q2025 

Fludarabine  phosphate  oral,  IQ  mg . 

G 

1339 

Q2026  . 

Q2026 

Injection,  Radiesse,  0.1  ml  . .-. . 

B 

NA 

Q2027  . 

Q2027 

Injection,  Sculptra,  0.1  ml  . . . j . 

B 

NA 

For  CY  2011,  we  proposed  to  continue 
our  established  policy  of  recognizing 
Category  1  CPT  vaccine  codes  for  which 
FDA  approval  is  imminent  and  Category 
III  CPT  codes  that  the  AMA  releases  in 
January  of  each  year  for  implementation 
in  July  through  the  OPPS  quarterly 
update  process.  Under  the  OPPS, 
Category  I  vaccine  codes  and  Category 
III  CPT  codes  that  are  released  on  the 
AMA  Web  site  in  January  are  made 
effective  in  July  of  the  S8une  year 
through  the  July  quarterly  update  CR, 
consistent  with  the  AMA’s 
implementation  date  for  the  codes. 
Through  the  July  2010  OPPS  quarterly 
update  CR,  we  allowed  separate 
payment  for  10  of  the  11  new  Category 
III  CPT  codes  effective  July  1,  2010. 
Specifically,  as  displayed  in  Table  15  of 
the  proposed  rule,  we  allow  separate 
payment  for  CPT  codes  0223T  (Acoustic 
cardiography,  including  automated 
analysis  of  combined  acoustic  and 
electrical  intervals:  single,  with 
interpretation  and  report),  0224T 
(Multiple,  including  serial  trended 
analysis  and  limited  reprogramming  of 
device  parameter — AV  or  W  delays 
only,  with  interpretation  and  report), 
0225T  (Multiple,  including  serial 
trended  analysis  and  limited 
reprogramming  of  device  parameter — 
AV  and  W  delays,  with  interpretation 
and  report),  0226T  (Anoscopy,  high 
resolution  (HRA)  (with  magnification 
and  chemical  agent  enhcmcement); 
diagnostic,  including  collection  of 
specimen(s)  by  brushing  or  washing 
when  performed),  0227T  (Anoscopy, 
high  resolution  (HRA)  (with 
magnification  and  chemical  agent 
enhancement);  with  biopsy(ies)),  0228T 
(Injection(s),  anesthetic  agent  and/or 
steroid,  transforaminal  epidural,  with 
ultrasound  guidance,  cervical  or 
thoracic:  single  level),  0229T 
(Injection(s),  anesthetic  agent  and/or 
steroid,  transforaminal  epidural,  with 
ultrasound  guidance,  cervical  or 
thoracic;  each  additional  level  (List 
separately  in  addition  to  code  for 
primary  procedure)),  0230T 


(Injection(s),  anesthetic  agent  and/or 
steroid,  transforaminal  epidural,  with 
ultrasound  guidance,  lumbar  or  sacral; 
single  level),  0231T  (Injection(s), 
anesthetic  agent  and/of  steroid, 
transforaminal  epidural,  with 
ultrasound  guidance,  lumbar’ or  sacral; 
each  additional  level  (List  separately  in 
addition  to  code  for  primary 
procedure)),  and  0232T  (Injection(s), 
platelet  rich  plasma,  any  tissue, 
including  image  guidance,  harvesting 
and  preparation  when  performed).  We 
note  that  CMS  has  issued  a  national 
coverage  determination  (NCD)  of 
noncoverage  specifically  for  chronic, 
non-healing  cutaneous  wounds  and 
acute  surgical  wounds  when  the 
autologous  platelet  rich  plasma  (PRP)  is 
applied  directly  to  the  closed  incision  or 
for  dehiscent  wounds.  Category  III  CPT 
code  0232T  has  been  assigned  to  APC 
0340  to  provide  a  payment  amount 
when  payment  is  appropriate,  both 
under  the  NCD  provisions  and  any  local 
coverage  determinations.  Under  the 
hospital  OPPS,  Category  III  CPT  code 
0233T  (Skin  advanced  glycation 
endproducts  (AGE)  measurement  by 
multi-wavelength  fluorescent 
spectroscopy)  is  not  recognized  under 
the  hospital  OPPS.  However,  the  service 
is  paid  under  the  MPFS. 

Further,  CMS  does  not  recognize  the 
four  new  HlNl  Category  I  CPT  vaccine 
codes  or  the  administration  code  that 
are  effective  on  July  1,  2010,  for  separate 
payment  under  the  OPPS  because  we 
already  recognize  an  existing  HCPCS  G- 
code  for  reporting  the  HlNl  vaccine, 
specifically  HCPCS  code  G9142 
(Influenza  a  (hlnl)  vaccine,  any  route  of 
administration)  and  an  existing  HCPCS 
G-code  G9141  ((Influenza  a  (hlnl) 
immunization  administration  (includes 
the  physician  counseling  the  patient/ 
family))  for  reporting  the  administration 
of  that  vaccine,  which  was  effective 
September  1,2009.  We  have  assigned 
HCPCS  code  G9142  to  status  indicator 
“E”  under  the  OPPS  because  the  vaccine 
is  expected  to  be  free.  Consequently, 
Category  I  CPT  vaccine  codes  90470 


(HlNl  immunization  administration 
(intramuscular,  intranasal),  including 
counseling  when  performed),  90664 
(Influenza  virus  vaccine,  pandemic 
formulation,  live,  for  intranasal  use), 

90666  (Influenza  virus  vaccine, 
pandemic  formulation,  split  virus, 
preservative  free,  for  intramuscular  use), 

90667  (Influenza  virus  vaccine, 
pandemic  formulation,  split  virus, 
adjuvanted,  for  intramuscular  use),  and 

90668  (Influenza  virus  vaccine, 
pandemic  formulation,  split  virus,  for 
intramuscular  use),  are  assigned  to 
status  indicator  “E”  (Not  paid  under 
OPPS  or  any  other  Medicare  payment 
system).  We  note  that  CPT  code  90470 
was  effective  September  28,  2009,  when 
it  was  released  by  the  AMA  on  its  Web 
site. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46243  through  46245),  we 
solicited  public  comments  on  the 
proposed  status  indicators  and  the  APC 
assignments  for  the  new  Category  I  and 
III  CPT  codes.  We  received  public 
comments  on  our  payment  proposal  for 
CPT  code  0232T,  and  our  coding 
proposal  not  to  recognize  the  HlNl  CPT 
codes  90470, 90664,  90666, 90667,  and 
90668. 

Comment:  One  commenter  requested 
that  CMS  reevaluate  the  APC 
assignment  for  CPT  code  0232T,  which 
is  assigned  to  APC  0340  (Minor 
Ancillary  Procedures)  with  a  proposed 
payment  rate  of  $47.10  for  CY  2011, 
based  on  additional  cost  data  that  niay 
be  provided  to  CMS. 

Response:  As  part  of  our  review  for 
new  CPT  codes  available  mid-year,  we 
examine  the  APC  assignments  for  all 
items  and  services  under  the  OPPS  for 
appropriate  placements  in  the  context  of 
our  proposed  policies  for  the  update 
year.  This  review  involves  careful 
analysis  of  data  we  have  available  to  us, 
such  as  the  cost  of  comparable  items  or 
services,  as  well  as  input  from  our 
medical  advisors,  the  APC  Panel,  and 
recommendations  from  the  public. 

Based  on  our  analysis  of  the  service 
associated  with  Category  III  CPT  code 
0232T,  we  believe  that  APC  0340  is  the 
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most  appropriate  assignment  based  on 
its  clinical  and  resource  considerations 
to  other  procedures  currently  assigned 
in  APC  0340.  When  the  CY  2011  claims 
data  become  available  for  future 
rulemaking,  we  will  reevaluate  the  cost 
of  the  service  described  by  Category  III 
CPT  code  0232T  to  assess  the 
appropriateness  of  the  structure"  of  APC 
0340  and  its  payment  rate. 

Therefore,  after  consideration  of  the 
public  comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  to  continue  to  assign  CPT 
code  0232T  to  APC  0340,  which  has  a 
final  CY  2011  APC  median  cost  of 
approximately  $46. 

Comment:  Several  commenters 
requested  that  CMS  recognize  the  HlNl 
vaccine  administration  CPT  code  90470 
and  the  four  HlNl  vaccine  CPT  codes, 
specifically  CPT  codes  90664,  906606, 
90667,  and  90668,  because  they  are 
more  descriptive  than  the  Level  11 
HCPCS  codes  G9141  and  G9142 
describing  to  the  same  vaccine  and  its 
administration.  These  commenters 
stated  that  it  is  operationally 
burdensome  for  hospitals  to  report  one 


code  to  Medicare  and  another  code  to 
other  payers  for  the  same  service,  and 
requested  the  deletion  of  the  temporary 
HCPCS  codes  G9141  and  G9142  to 
enable  a  single,  standard  mechanism  for 
reporting  these  services  across  all 
payers. 

Response:  While  we  agree  that  CPT 
codes  90470, 90664, 906606,  90667,  and 
90668  are  more  descriptive  than  the 
Level  II  HCPCS  codes  G9141  and  G9142, 
payment  for  HlNl  services  are  not 
based  on  specific  formulations  of  the 
HlNl  administered  to  Medicare 
beneficiaries.  The  new  CPT  codes 
describe  specific  formulations  of  HlNl, 
which  are  not  required  for  Medicare 
payment.  Further,  we  do  not  recognize 
the  HlNl  vaccine  and  administration 
CPT  codes  because  Medicare  already 
recognizes  two  existing  Level  II  HCPCS 
codes  G9141  and  G9142  to  describe  the 
HlNl  vaccine  and  its  administration.  As 
we  stated  in  the  Octdber  2009  OPPS 
update  change  request  (Transmittal 
1803,  Change  Request  6626),  Level  II 
HCPCS  codes  G9141  and  G9142  were 
made  effective  September  1,  2009. 


After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification.  For  CY  2011,  we  are 
continuing  our  established  policy  of 
recognizing  Category  I  CPT  vaccine 
codes  for  which  FDA  approval  is 
imminent  and  Category  III  CPT  codes  . 
that  the  AMA  releases  in  January  of 
each  year  for  implementation  in  July 
through  the  OPPS  quarterly  update 
process.  Specifically,  for  CY  2011  under 
the  OPPS,  we  are  recognizing  the 
current  HCPCS  codes  G9141  and  G9142 
and  are  not  recognizing  the  HlNl 
vaccine  and  administration  CPT  codes 
90470,  90664,  90666,  90667,  and  90668. 
Moreover,  we  are  assigning  HCPCS  code 
G9141  to  APC  0350,  which  has  a  final 
CY  2011  APC  median  cost  of 
approximately  $26,  and  assigning 
HCPCS  code  G9142  to  status  indicator 
“E.”  Table  20  below  lists  the  Category  I 
CPT  vaccine  and  Category  III  CPT  codes 
that  were  implemented  in  July  2010  for 
which  we  are  allowing  separate 
_  payment,  along  with  their  status 
indicators,  APC  assignments,  and 
payment  rates  for  CY  2011. 


Table  20 — Category  I  Vaccine  and  Category  III  CPT  Codes  Implemented  in  July  2010 


CY  201 1 
CPT  Code 

! 

CY  201 1  Long  descriptor 

■ 

Final 

CY  201 1 
status 

indicator  i 

Final 

CY  201 1 

APC 

0223T  . 

Acoustic  cardiography,  including  automated  analysis  of  combined  acoustic  and  electrical  inter¬ 
vals;  single,  with  interpretation  and  report. 

S 

0099 

0224T  . 

Multiple,  including  serial  trended  analysis  and  limited  reprogramming  of  device  parameter — AV  or 
VV  delays  only,  with  interpretation  and  report. 

S 

0690 

0225T  . 

Multiple,  including  serial  trended  analysis  and  limited  reprogramming  of  device  parameter — AV 
and  VV  delays,  with  interpretation  and  report. 

S 

0690 

0226T  . 

Anoscopy,  high  resolution  (HRA)  (with  magnification  and  chemical  agent  enhancement);  diag¬ 
nostic,  including  collection  of  specimen(s)  by  brushing  or  washing  when  performed. 

X 

0340 

0227T  . 

Anoscopy,  high  resolution  (HRA)  (with  magnification  and  chemical  agent  enhancement);  with  bi- 
opsy(ies). 

T 

0146 

0228T  . 

Injection(s),  anesthetic  agent  and/or  steroid,  transforaminal  epidural,  with  ultrasound  guidance, 
cervical  or  thoracic;  single  level. 

T 

0207 

0229T  . 

Injectionfs),  anesthetic  agent  and/or  steroid,  transforaminal  epidural,  with  ultrasound  guidance, 
cervical  or  thoracic;  each  additional  level  (List  separately  in  addition  to  code  for  primary  proce¬ 
dure). 

T 

0206 

0230T  . 

Injection(s),  anesthetic  agent  and/or  steroid,  transforaminal  epidural,  with  ultrasound  guidance, 
lumbar  or  sacral;  single  level. 

T 

0207 

0231 T  . 

Injection(s),  anesthetic  agent  and/or  steroid,  transforaminal  epidural,  with  ultrasound  guidance, 
lumbar  or  sacral;  each  additional  level  (List  separately  in  addition  to  code  for  primary  proce¬ 
dure). 

T 

0206 

0232T  . 

Injection(s),  platelet  rich  plasma,  any  tissue,  including  image  guidance,  harvesting  and  prepara¬ 
tion  when  performed. 

0340 

0233T  . 

Skin  advanced  glycation  endproducts  (AGE)  measurement  by  multi-waveldngth  fluorescent  spec¬ 
troscopy. 

A 

NA 

90664  . 

Influenza  virus  vaccine,  pandemic  formulation,  live,  for  intranasal  use . 

E 

'  NA 

90666  . 

Influenza  virus  vaccine,  pandemic  formulation,  split  virus,  preservative  free,  for  intramuscular  use 

E 

NA 

90667  . 

Influenza  virus  vaccine,  pandemic  formulation,  split  virus,  adjuvanted,  for  intramuscular  use  . 

E 

NA 

90668  . 

Influenza  virus  vaccine,  pandemic  formulation,  split  virus,  for  intramuscular  use . 

E 

NA 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46243  through  46246),  we 
solicited  public  comments  on  the  CY 
2011  proposed  status  indicators  and  the 


proposed  APC  assignments  and 
payment  rates,  if  applicable,  for  the 
Level  II  HCPCS  codes  and  the  Category 
I  vaccine  codes  and  Category  III  CPT 

->*>■ 


codes  that  are  newly  recognized  in  April 
or  July  2010  through  the  respective 
OPPS  quarterly  update  CRs.  These 
codes  were  listed  in  Tables  13, 14,  and 
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15  of  the  proposed  rule.  We  proposed  to 
finalize  their  status  indicators  and  their 
APC  assignments  and  payment  rates,  if 
applicable,  in  this  CY-2011  OPPS/ASC 
final  rule  with  comment  period. 

Because  the  July  2010  OPPS  quarterly 
update  CR  is  issued  close  to  the 
publication  of  the  proposed  rule,  the 
Level  II  HCPCS  codes  and  the  Category 
I  vaccine  and  Category  III  CPT  codes 
implemented  through  the  July  2010 
OPPS  quarterly  update  CR  could  not  be 
included  in  Addendum  B  to  the 
proposed  rule.  These  codes  are  listed  in 
Tables.  19  and  20,  respectively,  of  this 
final  rule  with  comment  period,  and  are 
incorporated  into  Addendum  B  to  this 
final  rule  with  comment  period,  which 
is  consistent  with  our  annual  OPPS 
update  policy.  The  Level  II  HCPCS 
codes  implemented  or  modified  through 
the  April  2010  OPPS  update  CR  and 
displayed  in  Table  18  are  included  in 
Addendum  B  to  this  final  rule  with 
comment  period,  where  their  CY  2011 
payment  rates  also  are  shown.  We  did 
not  receive  any  additional  comment  on 
this  process.  Therefore,  as  we  explained 
in  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46243  through  46246),  we 
are  finalizing  the  status  indicators  and  . 
their  APC  assignments  and  payment 
rates,  if  applicable,  for  Category  I 
vaccine  codes  and  Category  III  CPT 
codes  that  are  newly  recognized  in  April 
or  July  2010,  in  this  CY  2011  OPPS/ASC 
final  rule  with  comment  period. 

2.  Process  for  New  Level  II  HCPCS 
Codds  and  Category  I  and  Category  III 
CPT  Codes  for  Which  We  Are  Soliciting 
Public  Comments  on  This  CY  2011 
OPPS/ASC  Final  Rule  With  Comment 
Period 

As  has  been  our  practice  in  the  past, 
we  incorporate  those  new  Category  I 
and  III  CPT  codes  and  new  Level  II 
HCPCS  codes  that  are  effective  January 
1  in  the  final  rule  with  comment  period 
updating  the  OPPS  for  the  following 
calendar  year.  These  codes  are  released 
to  the  public  via  the  CMS  HCPCS  (for 
Level  II  HCPCS  codes)  and  AMA  Web 
sites  (for  CPT  codes),  and  also  through 
the  January  OPPS  quarterly  update  CRs. 
In  the  past,  we  also  have  released  new 
Level  II  HCPCS  codes  that  are  effective 
October  1  through  the  October  OPPS 
quarterly  update  CRs  and  incorporated 
these  new  codes  in  the  final  rule  with 
comment  period  updating  the  OPPS  for 
the  following  calendar  year.  All  of  these 
codes  are  flagged  with  comment 
indicator  “NF  in  Addendum  B  to  the 
OPPS/ASC  final  rule  with  comment 
period  to  indicate  that  we  are  assigning 
them  an  interim  payment  status  which 
is  subject  to  public  comment. 
Specifically,  the  status  indicator  and  the 


APC  assignment,  and  payment  rate,  if 
applicable,  for  all  such  codes  flagged 
with  comment  indicator  “NI”  are  open 
to  public  comment  in  the  final  rule  with 
comment  period,  and  we  respond  to 
these  comments  in  the  OPPS/ASC  final 
rule  with  comment  period  for  the  next 
calendar  year’s  OPPS/ASC  update.  In 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46246),  we  proposed  to  continue 
this  process  for  CY  2011.  Specifically, 
for  CY  2011,  we  proposed  to  include  in 
Addendum  B  to  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  the  new 
Category  I  and  III  CPT  codes  effective 
January  1,  2011  (including  those 
Category  I  vaccine  and  Category  llf  CPT 
codes  that  were  released  by  the  AMA  in 
July  2010)  that  would  be  incorporated  in 
the  January  2011  OPPS  quarterly,  update 
CR  and  the  new  Level  II  HCPCS  codes, 
effective  October  1,  2010,  or  January  1, 
2011,  that  would  be  released  by  CMS  in 
its  October  2010  and  January  2011  OPPS 
quarterly  update  CRs.  As  proposed, 
these  codes  are  flagged  with  comment 
indicator  “NI”  in  Addendum  B  to  this 
CY  2011  OPPS/ASC  final  rule  with 
■comment  period  to  indicate  that  we 
have  assigned  them  an  interim  OPPS 
payment  status  for  CY  2011.  Their  status 
indicators  and  their  APC  assignments 
and  payment  rates,  if  applicable,  are 
open  to  public  comment  in  this  final 
rule  with  comment  period  and  will  be 
finalized  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period.  We 
note  that  the  Category  I  vaccine  and 
Category  III  CPT  codes  that  were 
released  by  the  AMA  in  July  2010  that 
were  subject  to  comment  in  the  CY  2011 
OPPS/ASC  proposed  rule,  and  were 
listed  in  Table  15,  will  not  be  assigned 
to  comment  indicator  “NI”  in 
Addendum  8  because  comments  about 
these  codes  are  addressed  in  this  final 
rule  with  comment  period. 

Comment:  Some  commenters 
requested  that  CMS  reconsider  the 
timeline  for  APC  assignments  for  new 
CPT  and  HCPCS  codes  for  which 
comments  are  sought.  The  commenters 
-indicated  that  the  current  schedule  has 
the  potential  to  produce  long  gaps  of 
inappropriate  payment  with  no 
mechanism  for  changes  over  the  short 
term  period.  One  commenter  suggested 
including  the  new  Category  I  CPT  codes 
that  are  approved  in  February  to  be 
included  in  the  proposed  rule  to  enable 
interested  parties  to  comment  on  the 
interim  payment  values  before  they  are 
finalized.  This  commenter  further 
recommended  that  CMS  should  be 
prepared  to  implement  corrections  on  a 
quarterly  basis. 

Response:  With  respect  to  the 
comment  regarding  new  Category  I  CPT 
codes  that  are  effective  in  February,  we 


believe  the  commenter  meant  the  new 
Category  I  CPT  codes  that  are  released 
in  late  September  or  October  when  the 
annual  CPT  code  book  for  the  upcoming 
year  are  published  that  are  then 
implemented  in  January,  which  are  not 
discussed  in  the  proposed  rule  but  are 
published  in  the  final  rule  with 
comment  period.  Because  the  CPT  codes 
for  the  January  2011  update  were  not  - 
issued  to  the  public  until  October  2010 
when  AMA  published  the  CY  2011  CPT 
codes,  we  could  not  include  them  in  the 
CY  2011  OPPS/ASC  proposed  rule  for 
comment  because  the  proposed  rule  is 
published  in  the  summer,  usually 
several  months  in  advance  of  the 
publication  of  the  CPT  code  books. 
Similarly,  the  Level  II  HCPCS  codes  that 
are  made  effective  in  October  are 
published  after  the  publication  of  the 
proposed  rule.  Because  these  codes  are 
released  after  the  publication  of  the 
proposed  rule,  we  do  not  discuss  either 
the  new  Category  I  CPT  codes  or  the 
Level  II  HCPCS  codes  that  are  effective 
for  the  upcoming  January  in  the 
proposed  rule,  which  is  published 
sometime  in  the  summer. 

As  has  been  our  practice  for  the  past 
several  years,  we  list  the  new  Category 
I  CPT  codes  and  the  Level  II  HCPCS 
codes  in  the  final  rules  and  flag  them 
with  comment  indicator  “NI”  (New 
code,  interim  APC  assignment; 
comments  will  be  accepted  on  the 
interim  APC  assignment  for  the  new 
code)  in  Addendum  B  to  indicate  that 
the  codes  are  assigned  to  an  interim 
payment  status  and  an  APC  and 
payment  rate,  if  applicable,  that  is 
subject  to  public  comment  following  the 
publication  of  the  final  rule  with 
comment  period.  For  these  new  codes, 
we  are  only  able  to  finalize  their 
assignments  in  another  OPPS  final  rule 
in  order  to  allow  for  the  necessary 
public  notice  and  comment  period  and 
to  allow  time  for  CMS  to  respond  to 
such  comments.  Therefore,  we  only 
assign  HCPCS  codes  permanently  for 
the  year  through  the  annual  regulatory 
process. 

Because  w'e  are  not  able  to  revise  APC 
and/or  status  indicator  assignments  for 
the  newly  implemented  HCPCS  codes  in 
CY  2010  that  are  assigned  an  interim 
final  status  in  this  CY  2011  OPPS/ASC 
final  rule  with  comment  period  outside 
of  the  rulemaking  process,  the  next 
available  opportunity  to  update  an  APC 
or  status  indicator  for  these  codes  is  in 
the  CY  2012  final  rule  with  comment 
period.  These  HCPCS  codes  retain  their 
interim  final  APC  and  status  indicator 
assignments  for  all  of  CY  2011. 
Therefore,  only  in  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period 
will  we  be  able  to  finalize  the  APC  and/ 
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or  status  indicator  assignments  of  the 
new  CY  2011  HCPCS  codes  and  respond 
to  all  public  comments  received  on  their 
interim  designations. 

We  also  cannot  implement  any 
changes  in  status  indicator  or  APC 
assignment  on  a  quarterly  basis  because 
we  have  an  annual  process  subject  to 
notice  and  comment  for  the  assignment 
of  a  status  indicator  and,  if  applicable, 
APC  group.  Therefore,  actual  changes  to 
status  indicator  or  APC  assignments 
cannot  be  implemented  on  a  quarterly 
basis. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  policy  to  include  in 
Addendum  B  to  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  the  new 
Category  I  and  III  CPT  codes  effective 
January  1,  2011  (including  those 
Category  I  vaccine  and  Category  III  CPT 
codes  that  were  released  by  the  AMA  in 
July  2010)  that  would  be  incorporated  in 
the  January  2011  OPPS  quarterly  update 
CR  and  the  new  Level  II  HCPCS  codes, 
effective  October  1,  2010,  or  January  1, 
2011,  that  would  be  released  by  CMS  in 
its  October  2010  and  January  2011  OPPS 
quarterly  update  CRs. 


3.  Temporary  HCPCS  Codes  for  2010- 
2011  Seasonal  Influenza  Vaccines 

In  Addendum  B  of  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46662), 
CPT  code  90658  (Influenza  virus 
vaccine,  split  virus,  when  administered 
to  3  years  of  age  and  older,  for 
intramuscular  use)  was  assigned  to 
status  indicator  “L”  to  indicate  that  the 
code  is  not  paid  under  the  OPPS;  rather, 
it  is  paid  at  a  reasonable  cost  that  is  not 
subject  to  a  deductible  or  coinsurance. 
Under  the  Medicare  ASP  pricing 
methodology,  CPT  code  90658  currently 
includes  multiple  brand  name  products. 
For  inlluenza  vaccines,  the  payment 
limit  is  95  percent  of  the  AWP  of  the 
low'est  brand-name  product  within  each 
billing  code.  We  understand  that  the 
production  capacity  and  supply  of  the 
lowest  priced  brand-name  influenza 
vaccine  product  will  not  meet  the 
program  demands  of  the  Medicare  . 
population  for  the  2010—2011  influenza 
season.  Because  of  this  patient  access 
problem,  we  believe  it  necessary  to 
establish  separate  HCPCS  codes  for  the 
individual  brand  products  currently 
associated  with  CPT  code  90658.  Thus, 


Medicare  has  established  five  HCPCS  Q- 
codes  to  identify  the  individual 
influenza  products  that  are  reported 
with  CPT  code  90658.  The  specific  list 
of  HCPCS  Q-codes  can  be  found  in 
Table  21  below  CY  2011.  Because  the 
HCPC  Q-codes  will  be  recognized  by 
Medicare,  CPT  code  90658  will  be 
assigned  to  status  indicator  “E”  to 
indicate  that  the  code  is  not  recognized 
under  the  hospital  OPPS.  Hospitals  are 
advised  to  report  the  influenza  HCPCS 
Q-codes  rather  than  CPT  code  90658  for 
CY  2011.  These  codes  have  been 
included  in  the  HCPCS  file  with  an 
added  date  of  January  1,  2011,  but  the 
HCPCS  codes  will  be  implemented 
effective  October  1,  2010.  Thaf  is,  CPT 
code  90658  is  assigned  to  status 
indicator  “E”  effective  October  1,  2010, 
and  HCPCS  Q-codes  Q2035,  Q2036, 
Q2037,  Q2038,  and  Q2039  are  assigned 
to  status  indicator  “L”  effective  January 
1,  2011.  Table  21  below  contains  the 
final  CY  2011  status  indicators  for  CPT 
code  90658  and  HCPCS  Q-codes  Q2035, 
Q2036,Q2037,  Q2038,  and  Q2039. 


Table  21— Influenza  HCPCS  Q-Codes  for  CY  2011 


- 1 

HCPCS 

Short  descriptor  , 

■■  . . .  ■  1 

Long  descriptor 

Final  CY  201 1 
SI 

90658  . 

Flu  vaccine,  3  yrs  &  >,  im . 

Influenza  virus  vaccine,  split^virus,  when  administered  to  3  years  of  age  ! 
and  older,  for  intramuscular  use. 

E 

Q2035  . 

Afluria  vacc,  3  yrs  &  >,  im‘ . 

Influenza  virus  vaccine,  split  virus,  when  administered  to  individuals  3 
years  of  age  and  older,  for  intramuscular  use  (afluria). 

L 

1 

02036  . 

Flulaval  vacc,  3  yrs  &  >,  im  . 

Influenza  virus  vaccine,  split  virus,  when  administered  to  individuals  3 
years  of  age  and  older,  for  intramuscular  use  (flulaval). 

L 

Q2037  . 

Fluvirin  vacc,  3  yrs  &  >,  im . 

Influenza  virus  vaccine,  split  virus,  when  administered  to  individuals  3 
years  of  age  and  older,  for  intramuscular  use  (fluvirin). 

L 

02038  . 

Fluzone  vacc,  3  yrs  &  >,  im  . 

Influenza  virus  vaccine,  split  virus,  when  administered  to  individuals  3 
years  of  age  and  older,  for  intramuscular  use  (fluzone). 

L 

02039  . 

NOS  flu  vacc,  3  yrs  &  >,  im  . 

Influenza  virus  vaccine,  split  virus,  when  administered  to  individuals  3 
years  of  age  and  older,  for  intramuscular  use  (not  otherwise  specified). 

L 

B.  OPPS-Changes — Variations  Within 
APCs 

1.  Background 

Section  1833(t)(2)(A)  of  the  Act 
requires  the  Secretary  to  develop  a 
classification  system  for  covered 
hospital  outpatient  department  services. 
Section  1833(t)(2)(B)  of  the  Act  provides 
that  the  Secretary  may  establish  groups 
of  covered  OPD  services  within  this 
classification  system,  so  that  services 
classified  within  each  group  are 
comparable  clinically  and  with  respect 
to  the  use  of  resources  (and  so  that  an 
implantable  item  is  classified  to  the 
group  that  includes  the  services  to 
which  the  item  relates).  In  accordance 
with  these  provisions,  we  developed  a 
grouping  classification  system,  referred 


to  as  APCs,  as  set  forth  in  §  419.31  of  the 
regulations.  We  use  Level  I  and  Level  II 
HCPCS  codes  and  descriptors  to  identify 
and  group  the  services  within  each  APC. 
The  APCs  are  organized  such  that  each 
group  is  homogeneous  both  clinically 
and  in  terms  of  resource  use.  Using  this 
classification  system,  we  have 
established  distinct  groups  of  similar 
services,  as  well  as  medical  visits.  We 
also  have  developed  separate  APC 
groups  for  certain  medical  devices, 
drugs,  biologicals,  therapeutic 
radiopharmaceuticals,  and 
brachytherapy  devices. 

We  have  packaged  into  payment  for 
each  procedure  or  service  within  an 
APC  group  the  costs  associated  with 
those  items  or  services  that  are  directly 
related  to,  and  supportive  of,  performing 


the  main  independent  procedures  or 
furnishing  the  services.  Therefore,  we 
do  not  make  separate  payment  for  these 
packaged  items  or  services.  For 
example,  packaged  items  and  services 
include:  (1)  Use  of  an  operating, 
treatment,  or  procedure  room;  (2)  use  of 
a  recovery  room;  (3)  observation 
services;  (4)  anesthesia;  (5)  medical/ 
surgical  supplies;  (6)  pharmaceuticals 
(other  than  those  for  which  separate 
payment  may  be  allowed  under  the 
provisions  discussed  in  section  V.  of 
this  final  rule  with  comment  period); 

(7)  incidental  services  such  as 
venipuncture;  and  (8)  guidance  services, 
image  processing  services, 
intraoperative  services,  imaging 
supervision  and  interpretation  services, 
diagnostic  radiopharmaceuticals,  and 
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contrast  media.  Further  discussion  of 
packaged  services  is  included  in  section 
II.A.3.  6f  this  final  rule  with  comment 
period. 

In  CY  2008,  we  implemented 
composite  APCs  to  provide  a  single 
payment  for  groups  of  services  that  are 
typically  performed  together  during  a 
single  clinical  encounter  and  that  result 
in  the  provision  of  a  complete  service 
(72  FR  66650  through  66652).  Under  CY 
2010  OPPS  policy,  we  provide 
composite  APC  payment  for  certain 
extended  assessment  and  management 
services,  low  dose  rate  (LDR)  prostate 
brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation,  mental  health  services,  and 
multiple  imaging  services.  Further 
discussion  of  composite  APCs  is 
included  in  section  II.A.2.e.  of  this  final 
rule  with  comment  period. 

Under  the  OPPS,  we  generally  pay  for 
hospital  outpatient  services  on  a  rate- 
per-service  basis,  where  the  service  may 
be  reported  with  one  or  more  HCPCS 
codes.  Payment  varies  according  to  the 
APC  group  to  which  the  independent 
service  or  combination  of  services  is 
assigned.  Each  APC  weight  represents 
the  hospital  median  cost  of  the  services 
included  in  that  APC  relative  to  the 
hospital  median  cost  of  the  services 
included  in  APC  0606  (Level  3  Hospital 
Clinic  Visits).  The  APC  weights  are 
scaled  to  APC  0606  because  it  is  the 
middle  level  hospital  clinic  visit  APC 
(that  is,  where  the  Level  3  hospital 
clinic  visit  CPT  code  of  five  levels  of 
hospital  clinic  visits  is  assigned),  and 
because  middle  level  hospital  clinic 
visits  are  among  the  most  frequently 
furnished  services  in  the  hospital 
outpatient  setting. 

Section  1833(t)(9)(A)  of  the  Act 
requires  the  Secretary  to  review  and 
revise  the  groups,  the  relative  payment 
weights,  and  the  wage  and  other 
adjustments  to  take  into  account 
changes  in  medical  practice,  changes  in 
technology,  the  addition  of  new 
services,  new  cost  data,  and  other 
relevant  information  and  factors:  the  Act 
further  requires  us  to  repeat  this  process 
on  a  basis  that  is  not  less  often  than 
annually.  Section  1833(t)(9)(A)  of  the 
Act,  as  amended  by  section  201(h)  of  the 
BBRA,  also  requires  the  Secretary, 
beginning  in  CY  2001,  to  consult  with 
an  expert  outside  advisory  panel 
composed  of  an  appropriate  selection  of 
representatives  of  providers  to  review 
(and  advise  the  Secretary  concerning) 
the  clinical  integrity  of  the  APC  groups 
and  the  relative  payment  weights  (the 
APC  Panel  recommendations  for 
specific  services  for  the  CY  2011  OPPS 
and  our  responses  to  them  are  discussed 
in  the  relevant  specific  sections 


throughout  this  final  rule  with  comment 
period). 

Finally,  section  1833(t)(2)  of  the  Act 
provides  that,  subject  to  certain 
exceptions,  the  items  and  services 
within  an  APC  group  cannot  be 
considered  comparable  with  respect  to 
the  use  of  resources  if  the  highest 
median  cost  (or  mean  cost  as  elected  by 
the  Secretary)  for  an  item  or  service  in 
the  group  is  more  than  2  times  greater 
than  the  lowest  median  cost  (or  mean 
cost,  if  so  elected)  for  an  item  or  service 
within  the  same  group  (referred  to  as  the 
“2  times  rule”).  We  use  the  median  cost 
of  the  item  or  service  in  implementing 
this  provision.  The  statute  authorizes 
the  Secretary  to  make  exceptions  to  the 
2  times  rule  in  unusual  cases,  such  as 
low-volume  items  and  services  (but  the 
Secretary  may  not  make  such  an 
exception  in  the  case  of  a  drug  or 
biological  that  has  been  designated  as  an 
orphan  drug  under  section  526  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act). 

2.  Application  of  the  2  Times  Rule 

In  accordance  with  section  1833(t)(2) 
of  the  Act  and  §  419.31  of  the 
regulations,  we  annually  review  the 
items  and  services  within  an  APC  group 
to  determine,  with  respect  to 
comparability  of  the  use  of  resources,  if 
the  median  cost  of  the  highest  cost  item 
or  service  within  an  APC  group  is  more 
than  2  times  greater  than  the  median  of 
the  lowest  cost  item  or  service  within 
that  same  group.  In  making  this 
determination,  we  consider  only  those 
HCPCS  codes  that  are  significant  based 
on  the  number  of  claims.  That  is,  we 
consider  only  those  HCPCS  codes 
whose  claim  data  reflect  more  than 
1,000  singles,  or  if  less  than  1,000 
singles,  at  least  those  HCPCS  codes  with 
more  than  99  singles  and  represent  more 
than  2  percent  of  the  claims  for  a  given 
APC  (74  FR  60436).  In  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46247), 
we  proposed  to  make  exceptions  to  this 
limit  on  the  variation  of  costs  within 
each  APC  group  in  unusual  cases,  such 
as  low-volume  items  and  services  for  CY 
2011. 

During  the  APC  Panel’s  February  2010 
meeting,  we  presented  median  cost  and 
utilization  data  for  services  furnished 
during  the  period  of  January  1,  2009 
through  September  30,  2009,  about 
which  we  had  concerns  or  about  which 
the  public  had  raised  concerns 
regarding  their  APC  assignments,  status 
indicator  assignments,  or  payment  rates. 
The  discussions  of  most  service-specific 
issues,  the  APC  Panel 
recommendations,  if  any,  and  our 
proposals  for  CY  201 1  were  contained 
mainly  in  sections  III.C.  and  III.D.  of  the 
proposed  rule  and  are  included  in  the 


same  sections  of  this  final  rule  with 
comment  period. 

In  addition  to  the  assignment  of 
specific  services  to  APCs  that  we 
discussed  with  the  APC  Panel,  we  also 
identified  APCs  with  2  times  violations 
that  were  not  specifically  discussed 
with  the  APC  Panel  but  for  which  we 
proposed  changes  to  their  HCPCS  codes’ 
APC  assignments  in  Addendum  B  to  the 
proposed  rule.  In  these  cases,  to 
eliminate  a  2  times  violation  or  to 
improve  clinical  and  resource 
homogeneity,  we  proposed  to  reassign 
the  codes  to  APCs  that  contain  services 
that  are  similar  with  regard  to  both  their 
clinical  and  resource  characteristics.  We 
also  proposed  to  rename  existing  APCs 
or  create  new  clinical  APCs  to 
complement  proposed  HCPCS  code 
reassignments.  In  many  cases,  the 
proposed  HCPCS  code  reassignments 
and  associated  APC  reconfigurations  for 
CY  2011  included  in  the  proposed  rule 
were  related  to  changes  in  median  costs 
of  services  that  were  observed  in  the  CY 
2009  claims  data  newly  available  for  CY 
2011  ratesetting.  We  also  proposed 
changes  to  the  status  indicators  for  some 
codes  that  are  not  specifically  and 
separately  discussed  in  the  proposed 
rule.  In  these  cases,  we  proposed  to 
change  the  status  indicators  for  some 
codes  because  we  believe  that  another 
status  indicator  would  more  accurately 
describe  their  payment  status  from  an 
OPPS  perspective  based  on  the  policies 
that  we  proposed  for  CY  2011. 

We  received  many  public  comments 
regarding  the  proposed  APC  and  status 
indicator  assignments  for  CY  2011  for 
specific  HCPCS  codes.  These  public 
comments  are  discussed  mainly  in 
sections  III.C.  and  III.D.  of  this  final  rule 
with  comment  period,  and  the  final 
action  for  CY  2011  related  to  each 
HCPCS  code  is  noted  in  those  sections. 

Addendum  B  to  this  final  rule  with 
comment  period  identifies  with 
comment  indicator  “CH”  those  HCPCS 
codes  for  which  we  are  finalizing  in  this 
final  rule  with  comment  period  a 
change  to  the  APC  assignment  or  status 
indicator  that  were  initially  assigned  in 
the  April  2010  Addendum  B  update  (via 
Transmittal  1924,  Change  Request  6857, 
dated  February  26,  2010). 

3.  Exceptions  to  the  2  Times  Rule 

As  discussed  earlier,  we  may  make 
exceptions  to  the  2  times  limit  on  the 
variation  of  costs  within  each  APC 
group  in  unusual  cases  such  as  low- 
volume  items  and  services.  Taking  into 
account  the  APC  changes  that  we 
proposed  for  CY  2011  based  on  the  APC 
Panel  recommendations  that  were 
discussed  mainly  in  sections  III.C.  and 
III.D.  of  the  proposed  rule,  the  other 
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proposed  changes  to  status  indicators 
and  APC  assignments  as  identified  in 
Addendum  B  to  the  proposed  rule,  and 
the  use  of  CY  2009  claims  data  to 
calculate  the  median  costs  of  procedures 
classified  in  the  APCs,  we  reviewed  all 
the  APCs  to  determine  which  APCs 
would  not  satisfy  the  2  times  rule.  We 
used  the  following  criteria  to  decide 
whether  to  propose  exceptions  to  the  2 
times  rule  for  affected  APCs: 

•  Resource  homogeneity. 

•  Clinical  homogeneity. 

•  Hospital  outpatient  setting. 

•  Frequency  of  service  (volume). 

•  Opportunity  for  upcoding  and  code 
fragments. 

For  a  detailed  discussion  of  these 
criteria,  we  refer  readers  to  the  April  7, 
2000  OPPS  final  rule  with  comment 
period  (65  FR  18457  and  18458).  Table 
16  of  the  proposed  rule  listed  17  APCs 
that  we  proposed  to  exempt  from  the  2 
times  rule  for.  CY  2011  based  on  the 
criteria  cited  above  (75  FR  46248). 

We  did  not  receive  any  general  public 
comments  related  to  the  list  of  proposed 
exceptions  to  the  2  times  rule.  We 
received  a  number  of  specific  public 
comments  about  some  of  the  procedures 
assigned  to  APCs  that  we  proposed  to 
make  exempt  from  the  2  times  rule  for 
CY  2011.  Those  public  comments  are 
discussed  elsewhere  in  this  preamble, 
and  can  be  found  in  sections  related  to 
the  types  of  procedures  that  were  the 
subjects  of  the  public  comments. 

For  the  proposed  rule,  the  list  of  17 
APCs  that  appeared  in  Table  16  of  the 
CY  2011  OPPS/ASC  proposed  rule  (75 
FR  46248)  that  were  exempted  from  the  • 
2  times  rule  were  based  on  data  from 
January  1,  2009,  through  September  30, 
2009.  For  this  final  rule  with  comment 
period,  we  used  claims  data  for  dates  of 
service  between  January  1,  2009,  and 
December  31,  2009,  that  were  processed 
on  or  before  June  30,  2010,  and  updated 
CCRs,  if  available.  Thus,  after 
responding  to  all  of  the  public  , 

^  comments  on  the  CY  2010  OPPS/ASC 
proposed  rule  and  making  changes  to 
APC  assignments  based  on  those 
comments,  we  analyzed  the  CY  2009 
claims  data  used  for  this  final  rule  with 
comment  period  to  identify  the  APCs 
with  2  times  violations.  Based  on  the 
final  rule  CY  2009  claims  data,  we 
found  22  APCs  with  2  times  rule 
violations,  which  is  a  cumulative 
increase  of  5  APCs  from  the  proposed 
rule.  We  applied  the  criteria  as 
described  earlier  to  identify  the  APCs 
that  are  exceptions  to  the  2  times  rule 
for  CY  2010,  and  identified  10  APCs 
that  meet  the  criteria  for  exception  to 
the  2  times  rule  for  this  final  rule  with 
'comment  period,  but  that  did  not  meet 
those  criteria  using  proposed  rule  data: 


APC  0060  (Manipulation  Therapy);  APC 
0076  (Level  I  Endoscopy  Lower 
Airway);  APC  0083  (Coronary  or  Non 
Coronary  Angioplasty  and  Percutaneous 
Valvuloplasty),  APC  0133  (Level  I  Skin 
Repair);  APC  0203  (Level  IV  Nerve 
Injections);  APC  0304  (Level  I 
Therapeutic  Radiation  Treatment 
Preparation);  APC  0341  (Skin  Tests); 

APC  0343  (Level  III  Pathology);  APC 
0433  (Level  II  Pathology);  and  APC  0607 
(Level  4  Hospital  Clinic  Visits).  These 
APC  exceptions  are  listed  in  Table  22 
below.  For  this  final  rule  with  comment 
period,  we  also  determined  that  there 
are  5  APCs  that  no  longer  violate  the  • 

2  times  rule:  APC  0051  (Level  III 
Musculoskeletal  Procedures  Except 
Hand  and  Foot);  APC  0138  (Level  II 
Closed  Treatment  Fracture  Finger/Toe/ 
Trunk);  APC  0173  (Level  II  Partial 
Hospitalization  (4  or  more  services)); 
APC  0325  (Group  Psychotherapy);  and 
APC  0344  (Level  IV  Pathology).  We  have 
not  included  in  this  count  those  APCs 
where  a  2  times  violation  is  not  a 
relevant  concept,  such  as  APC  0375 
(Ancillary  Outpatient  Services  When 
Patient  Expires),  with  an  APC  median 
cost  set  based  on  multiple  procedure 
claims.  As  a  result,  we  have  identified 
only  final  APCs,  including  those  with 
criteria-based  median  costs,  such  as 
device-dependent  APCs,  with  2  times 
violations.  Table  22  below  lists  22  APCs 
that  we  are  exempting  from  the  2  times 
rule  for  CY  2011  based  on  the  criteria 
cited  above  and  a  review  of  updated 
claims  data. 

For  cases  in  which  a  recommendation 
by  the  APC  Panel  appeared  to  result  in 
or  allow  a  violation  of  the  2  times  rule, 
we  generally  accepted  the  APC  Panel’s 
recommendation  because  those 
recommendations  were  based  on 
explicit  consideration  of  resource  use, 
clinical  homogeneity,  hospital 
specialization,  and  the  quality  of  the  CY 
2009  claims  data  used  to  determine  the 
APC  payment  rates  that  we  are 
finalizing  for  CY  2011.  The  median 
costs  for  hospital  outpatient  services  for 
these  and  all  other  APCs  that  were  used 
in  the  development  of  this  final  rule 
with  comment  period  can  be  found  on 
the  CMS  Web  site  at:  http:// 
www.cms.gov/HospitalOutpatientPPS/ 
Oljoverview.asp. 


Table  22— Final  APC  Exceptions 
TO  THE  2  Times  Rule  for  CY  201 1 


CY  2011 
APC 

CY  2011  APC  title 

0057  . 

Bunion  Procedures. 

0058  . 

Level  1  Strapping  and  Cast  Ap- 

plication. 

0060  . 

Manipulation  Therapy. 

Table  22— Final  APC  Exceptions 
TO  THE  2  Times  Rule  for  CY 
2011 — Continued 


CY  201 1 
APC 

CY  201 1  APC  title 

0076  ......... 

Level  1  Endoscopy  Lower  Air¬ 
way. 

OO80  . . 

Diagnostic  Cardiac  Catheteriza¬ 
tion. 

0083  . 

Coronary  -and  Noncoronary 
Angioplasty  and  Percutaneous 
Valvuloplasty. 

0105 . 

1 

Repair/Revision/Removal  of 

Pacemakers,  AlCDs,  or  Vas¬ 
cular  Devices. 

0133 . 

Level  1  Skin  Repair. 

0142 . . 

Small  Intestine  Endoscopy. 

0203  . 

Level  IV  Nen/e  Injections. 

0235  . 

Level  1  Posterior  Segment  Eye 
Procedures. 

0245  . 

Level  1  Cataract  Procedures 
without  lOL  Insert. 

0303 . 

Treatment  Device  Construction. 

0304  . 

Level  1  Therapeutic  Radiation 
Treatment  Preparation. 

0340  . 

Minor  Ancillary  Procedures. 

0341  . 

Skin  Tests. 

0343  . 

Level  III  Pathology. 

0432  . 

Health  and  Behavior  Services. 

0433  . . 

Level  II  Pathology. 

0604  . 

Level  1  Hospital  Clinic  Visits. 

0607  . 

Level  4  Hospital  Clinic  Visits. 

0664  . 

Level  1  Proton  Beam  Radiation 
Therapy. 

C.  New  Technology  APCs 
1.  Background 

In  the  November  30,  2001  final  rule 
(66  FR  59903),  we  finalized  changes  to 
the  time  period  a  service  was  eligible  for 
payment  under  a  New  Technology  APC. 
Beginning  in  CY  2002,  we  retain 
services  within  New  Technology  APC 
groups  until  we  gather  sufficient  claims 
data  to  enable  us  to  assign  the  service 
to  a  clinically  appropriate  APC.  This 
policy  allows  us  to  move  a  service  from 
a  New  Technology  APC  in  less  than  2 
years  if  sufficient  data  are  available.  It 
also  allows  us  to  retain  a  service  in  a 
New  Technology  APC  for  more  than  2 
years  if  sufficient  data  upon  which  to 
base  a  decision  for  reassignment  have 
not  been  collected. 

We  note  that  the  cost  bands  for  New 
Technology  APCs  range  from  $0  to  $50 
in  increments  of  $10,  from  $50  to  $100 
in  increments  of  $50,  from  $100  to 
$2,000  in  increments  of  $100,  and  from 
$2,000  to  $10,000  in  increments  of  $500. 
These  cost  bands  identify  the  APCs  to 
which  new  technology  procedures  and 
services  with  estimated  service  costs 
that  fall  within  those  cost  bands  are 
assigned  under  the  OPPS.  Payment  for 
each  APC  is  made  at  the  mid-point  of 
the  APC’s  assigned  cost  band.  For 
example,  payment  for  New  Technology 
APC  1507  (New  Technology — Level  VII 
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($500-$600))  is  made  at  $550.  Currently, 
there  are  82  New  Technology  APCs, 
ranging  from  the  lowest  cost  band 
assigned  to  APC  1491  (New 
Technology — Level  lA  ($0-$10)) 
through  the  highest  cost  band  assigned 
to  APC  1574  (New  Technology — Level 
XXXVII  ($9,500-$10.000).  In  CY  2004 
(68  FR  63416),  we  last  restructured  the 
New  Technology  APCs  to  make  the  cost 
intervals  more  consistent  across 
payment  levels  and  refined  the  cost 
bands  for  these  APCs  to  retain  two 
parallel  sets  of  New  Technology  APCs, 
one  set  with  a  status  indicator  of  “S”’ 
(Significant  Procedures,  Not  Discounted 
when  Multiple.  Paid  under  OPPS; 
separate  APC  payment)  and  the  other  set 
with  a  status  indicator  of  “T” 

(Significant  Procedure,  Multiple 
Reduction  Applies.  Paid  under  OPPS; 
separate  APC  payment).  These  current 
New  Technology  APC  configurations 
allow  us  to  price  new  technology 
services  more  appropriately  and 
consistently. 

Every  year  we  receive  many  requests 
for  higher  payment  amounts  under  our 
New  Technology  APCs  for  specific 
procedures  under  the  OPPS  because 
they  require  the  use  of  expensive 
equipment.  We  are  taking  this 
opportunity  to  reiterate  our  response  in 
general  to  the  issue  of  hospitals’  capital 
expenditures  as  they  relate  to  the  OPPS 
and  Medicare. 

Under  the  OPPS,  one  of  our  goals  is 
to  make  payments  that  are  appropriate 
for  the  services  that  are  necessary  for  the 
treatment  of  Medicare  beneficiaries.  The 
OPPS,  like  other  Medicare  payment 
systems,  is  budget  neutral  and  increases 
are  limited  to  the  hospital  inpatient 
market  basket  increase.  We  believe  that 
our  payment  rates  generally  reflect  the 
costs  that  are  associated  with  providing 
care  to  Medicare  beneficiaries  in  cost 
efficient  settings,  and  we  believe  that 
our  rates  are  adequate  to  ensure  access  * 
to  ser\'ices. 

For  many  emerging  technologies, 
there  is  a  transitional  period  during 
which  utilization  may  be  low,  often 
because  providers  are  first  learning 
about  the  techniques  and  their  clinical 
utility.  Quite  often,  parties  request  that 
Medicare  make  higher  payment 
amounts  under  our  New  Technology 
APCs  for  new  procedures  in  that 
transitional  phase.  These  requests,  and 
their  accompanying  estimates  for 
expected  total  patient  utilization,  often 
reflect  very  low  rates  of  patient  use  of 
expensive  equipment,  resulting  in  high 
per  use  costs  for  which  requesters 
believe  Medicare  should  make  full 
payment.  Medicare  does  not,  and  we 
believe  should  not,  assume 
responsibility  for  more  than  its  share  of 


the  costs  of  procedures  based  on 
Medicare  beneficiary  projected 
utilization  and  does  not  set  its  payment 
rates  based  on  initial  projections  of  low 
utilization  for  services  that  require 
expensive  capital  equipment.  For  the 
OPPS,  we  rely  on  hospitals  to  make 
informed  business  decisions  regarding 
the  acquisition  of  high  cost  capital 
equipment,  taking  into  consideration 
their  knowledge  about  their  entire 
patient  base  (Medicare  beneficiaries 
included)  and  an  understanding  of 
Medicare’s  and  other  payers’  payment 
policies. 

We  note  that,  in  a  budget  neutral 
environment,  payments  may  not  fully 
cover  hospitals’  costs  in  a  particular 
circumstance,  including  those  for  the 
purchase  and  maintenance  of  capital 
equipment.  We  rely  on  hospitals  to 
make  their  decisions  regarding  the 
acquisition  of  high  cost  equipment  with 
the  understanding  that  the  Medicare 
program  must  be  careful  to  establish  its 
initial  payment  rates,  including  those 
made  through  New  Technology  APCs, 
for  new  services  that  lack  hospital 
claims  data  based  on  realistic  utilization 
projections  for  all  such  services 
delivered  in  cost-efficient  hospital 
outpatient  settings.  As  the  OPPS 
acquires  claims  data  regarding  hospital 
costs  associated  with  new  procedures, 
we  regularly  examine  the  claims  data 
and  any  available  new  information 
regarding  the  clinical  aspects  of  new 
procedures  to  confirm  that  our  OPPS 
payments  remain  appropriate  for 
procedures  as  they  transition  into 
mainstream  medical  practice. 

2.  Movement  of  Procedures  From  New 
Technology  APCs  to  Clinical  APCs 

As  we  explained  in  the  November  30, 
2001  final  rule  (66  FR  59902),  we 
generally  keep  a  procedure  in  the  New 
Technology  APC  to  which  it  is  initially 
assigned  until  we  have  collected 
sufficient  data  to  enable  us  to  move  the 
procedure  to  a  clinically  appropriate 
APC.  However,  in  cases  where  we  find 
that  our  original  New  Technology  APC 
assignment  was  based  on  inaccurate  or 
inadequate  information  (although  it  was 
the  best  information  available  at  the 
time),  or  where  the  New  Technology 
APCs  are  restructured,  we  may,  based 
on  more  recent  resource  utilization 
information  (including  claims  data)  or 
the  availability  of  refined  New 
Technology  APC  cost  bands,  reassign 
the  procedure  or  service  to  a  different 
New  Technology  APC  that  most 
appropriately  reflects  its  cost. 

Consistent  with  our  current  policy,  in 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46249),  we  proposed  for  CY  2011 
to  retain  services  within  New 


Technology  APC  groups  until  we  gather 
sufficient  data  to  enable  us  to  assign  the 
service  to  a  clinically  appropriate  APC. 
The  flexibility  associated  with  this 
policy  allows  us  to  move  a  service  from 
a  New  Technology  APC  in  less  than  2 
years  if  sufficient  data  are  available.  It 
also  allows  us  to  retain  a  service  in  a 
New  Technology  APC  for  more  than  2 
years  if  sufficient  data  upon  which  to 
base  a  decision  for  reassignment  have 
not  been  collected.  Table  17  of  the 
proposed  rule  listed  the  HCPCS  codes 
and  associated  status  indicators  that  we 
proposed  to  reassign  from  a  New 
Technology  APC  to  a  clinically 
appropriate  APC  or  to  a  different  New 
Technology  APC  for  CY  2011. 

•  We  note  that,  for  CY  2010,  there  are 
four  services  described  by  four  HCPCS 
G-codes  receiving  payment  through  a 
New  Technology  APC.  Specifically, 
HCPCS  code  G0416  (Surgical  pathology, 
gross  and  microscopic  examination  for 
prostate  needle  saturation  biopsy 
sampling,  1-20  specimens)  is  assigned 
to  New  Technology  APC  1505  (New 
Technology — Level  V  ($300-$400)); 
HCPCS  code  G0417  (Surgical  pathology, 
gross  and  microscopic  examination  for 
prostate  needle  saturation  biopsy 
sampling,  21-40  specimens)  is  assigned 
to  New  Technology  APC  1507  (New  • 
Technology — Level  VII  ($500-$600)); 
HCPCS  code  G0418  (Surgical  pathology, 
gross  and  microscopic  examination  for 
prostate  needle  saturation  biopsy 
sampling,  41-^0  specimens)  is  assigned 
to  New  Technology  APC  1511  (New 
Technology — Level  XI  ($900-81,000)); 
and  HCPCS  code  G0419  (Surgical 
pathology,  gross  and  microscopic 
examination  for  prostate  needle 
saturation  biopsy  sampling,  greater  than 
60  specimens),  is  assigned  to  New 
Technology  APC  1513  (New 
Technology — Level  XIII  ($1,100- 
$1,200)). 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46249),  we  proposed  to 
reassign  HCPCS  code  G0416  from  New 
Technology  APC  1505  to  clinical  APC 
0661  (Level  V  Pathology),  and  HCPCS 
code  G0417  from  New  Technology  APC 
1507  (New  Technology-Level  VII  ($500 
to  $600))  to  New  Technology  APC  1506 
(New  Technology — Level  VI  ($400- 
$500)).  Based  on  our  claims  data  used 
for  CY  2011  rate  setting,  as  well  as 
clinical  characteristics,  we  believed  that 
HCPCS  code  G0416  is  comparable 
clinically  and  with  respect  to  the  use  of 
resources  as  other  pathology  services 
currently  assigned  to  APC  0661. 

Further,  we  believed  that  HCPCS  code 
G0417  is  more  appropriately  placed  in 
New  Technology  APC  1506  based  on  the 
median  cost  data  for  the  CY  2011 
ratesetting  and  based  on  its  clinical  and 
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resource  similarities  to  procedures 
currently  in  APC  1506.  '  . 

We  did  not  receive  any  public 
comments  on  the  APC  reassignments  of 
HCPCS  codes  G0416  and  G0417. 
Therefore,  for  the  reasons  explained 
above,  we  are  finalizing  our  proposal, 
without  modification,  to  assign  HCPCS 
code  G0416  to  APC  0616,  which  has  a 
final  CY  2011  APC  median  cost  of 
approximately  $149,  and  to  assign 
HCPCS  code  G0417  to  APC  1506,  which 
has  a  final  CY  2011  APC  median  cost  of 
approximately  $489.  Table  23  below 
lists  the  HCPCS  codes  and  associated 
status  indicators  that  we  are  reassigning 
from  a  New  Technology  APC  to  a 
clinically  appropriate  APC  or  to  a 
different  Naw  Technology  APC  for  CY 
2011. 


For  CY  2011,  we  also  proposed  to 
continue  the  New  Technology  APC 
assignments  for  HCPCS  codes  G0418 
and  G0419  based  on  our  understanding 
of  the  clinical  and  cost  characteristics  of 
the  procedures  described  by  these 
HCPCS  codes.  As  we  stated  in  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46249),  we  do  not  believe  we  have 
enough  claims  data  to  assign  these 
codes  to  a  different  APC.  While  we 
believed  that  these  services  will  always 
be  low  volume,  given  the  number  of 
specimens  being  collected,  we  believed 
that  we  should  continue  the  New 
Technology  payments  for  HCPCS  codes 
G0418  and  G0419  for  another  year  to  see 
if  more  claims  data  become  available. 
Specifically,  we  proposed  to  continue  to 
assign  HCPCS  code  G0418  to  New 


Technology  APC  1511  (New 
Technology — Level  XI  ($900-$!, 000)) 
and  HCPCS  code  G0419  to  New 
Technology  APC  1513  (New 
Technology — Level  XIII  ($1,100- 
$1,200)). 

We  did  not  receive  any  public 
comments  on  the  continuation  of  the 
APC  assignments  of  HCPCS  code  G0418 
and  G0419.  Therefore,  for  the  reasons 
explained  above,  we  are  finalizing  our 
proposal,  without  modification,  to 
continue  to  assign  HCPCS  code  G0418 
to  APC  1511,  and  to  continue  to  assign 
HCPCS  code  G0419  to  APC  1513.  The 
final  CY  2011  payment  rates  for  HCPCS 
codes  G048  and  G0419  can  be  found  in 
Addendum  B  of  this  final  rule  with 
comment  period. 


Table  23— CY  2011  Reassignment  of  Procedures  Assigned  to  New  Technology  ARCS  in  CY  2010 


CY  2010 
HCPCS  code 

CY  201 0  Short  descriptor 

CY  2010 

SI 

CY2010 

APC 

Final 

CY  2011 

SI 

Final 

CY  201 1 
APC 

G0416  . 

Sat  biopsy  prostate  1-20  spc  . 

! 

S 

1505 

X 

i - 

1  0661 

G0417  . 

Sat  biopsy  prostate  21-40  . 

. . . 

S 

1507 

S 

1506 

D.  OPPS  APC-Specific  Policies 
1.  Cardiovascular  Services 
a.  Cardiovascular  Telemetry  (APC  0209) 

For  CY  2011,  we  proposed  to  continue 
to  assign  CPT  code  93229  (Wearable 
mobile  cardiovascular  telemetry  with- 
electrocardiographic  recording, 
concurrent  computerized  real  time  data 
analysis  and  greater  than  24  hours  of 
accessible  ECG  data  storage  (retrievable 
with  query)  with  ECG-triggered  and 
patient-selected  events  transmitted  to  a 
remote  attended  surveillance  center  for 
up  to  30  days;  technical  support  for 
connection  and  patient  instructions  for 
use,  attended  surveillance,  analysis  and 
physician  prescribed  transmission  of 
daily  and  emergent  data  reports)  to  APC 
0209  (Level  II  Extended  EEG,  Sleep,  and 
Cardiovascular  Studies),  with  a 
proposed  payment  rate  of  approximately 
$782. 

Comment:  Some  commenters 
recommended  that  CMS  assign  status 
indicator  “A”  (Services  furnished  to  a 
hospital  outpatient  that  are  paid  under 
a  fee  schedule  or  payment  system  other 
than  OPPS)  to  CPT  code  93229  in  order 
to  make  this  service  nonpayable  under 
the  OPPS  for  CY  2011.  The  commenters 
stated  that  there  are  currently  no 
hospitals  that  can  provide  the  type  of 
constant  monitoring  that  the  service 
described  by  CPT  code  93229  requires. 
For  this  reason,  according  to  the 
commenters,  any  claims  submitted  for 
CPT  code  93229  by  hospitals  are 


incorrectly  coded.  The  commenters 
suggested  that,  if  CMS  chose  not  to 
adopt,  their  recommendation  and 
instead  chose  to  continue  recognizing 
CPT  code  93229  as  payable  under  the 
OPPS,  CMS  reconsider  the  proposed 
assignment  of  the  service  to  APC  0209. 
According  to  the  commenters,  the 
service  described  by  CPT  code  93229  is 
not  similar,  clinically  or  in  terms  of 
resource  utilization,  to  the  other 
procedures  assigned  to  APC  0209,  in 
particular,  the  polysomnography 
procedures  described  by  CPT  codes 

95810  (Polysomnography:  sleep  staging 
with  4  or  more  additional  parameters  of 
sleep,  attended  by  a  technologist)  and 

95811  (Polysomnography:  sleep  staging 
with  4  or  more  additional  parameters  of 
sleep,  with  initiation  of  continuous 
positive  airway  pressure  therapy  or 
bilevel  ventilation,  attended  by  a 
technologist),  which  are  the  most 
commonly  reported  procedures  in  APC 
0209  with  the  highest  number  of  single 
claims  contributing  to  the  APC’s  median 
cost.  The  commenters  urged  CMS  to 
assign  CPT  code  93229  to  thp  New 
Technology  APC  1513  (New 
Technology — Level  XIII  ($1,100- 
$1,200)),  with  a  proposed  payment  rate 
of  approximately  $1,150.  The 
commenters  stated  that,  if  any  hospitals 
were  to  provide  the  remote  cardiac 
monitoring  service  described  by  CPT 
code  93229,  the  proposed  payment  rate 
for  APC  0209  would  be  less  than 


hospitals’  costs  for  providing  this 
service. 

Response:  We  do  not  agree  with  the 
commenters  that  we  should  assign 
.status  indicator  “A”  to  CPT  code  93229 
in  order  to  make  the  service  nonpayable 
under  the  OPPS  for  CY  2011.  We 
typically  recognize,  for  OPPS  payment 
purposes,  HCPCS  codes  describing 
services  that  could  be  covered  by 
Medicare  when  provided  to  hospital 
outpatients,  regardless  of  whether,  as 
the  commenters  indicated,  those 
services  are  actually  being  provided  by 
hospitals  at  the  time  the  OPPS/ASC 
final  rule  with  comment  period  for  the 
upcoming  year  is  issued.  We  believe 
that  CPT  code  93229  describes  a 
.diagnostic  study  that  could  be  provided 
to  Medicare  beneficiaries  in  the  hospital 
outpatient  setting  and,  therefore,  could 
be  covered  by  Medicare.  We  also  do  not 
agree  with  the  commenters’  statement 
that  there  are  currently  no  hospitals  that 
can  provide  the  type  of  constant 
monitoring  that  the  service  described  by 
CPT  code  93229  requires.  Our 
ratesetting  methodology  is  based  on 
claims  submitted  by  hospitals,  and  our 
final  rule  claims  data  show  103  single 
claims  and  114  total  claims  for  this 
service.  Based  on  these  claims  data,  we 
calculated  a  final  median  cost  for  CPT 
code  93229  of  approximately  $287.  (We 
note  that  placement  of  CPT  code  93229 
in  APC  0209  with  higher  median  cost 
procedures  does  not  violate  the  2  times 
rule  because  this  service  is  a  low 
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volume  procedure  relative  to  the  other 
procedures  in  APC  0209.)  As  to  whether 
these  claims  are  miscoded,  it  is 
generally  not  our  policy  to  judge  the 
accuracy  of  hospital  coding  and 
charging  for  purposes  of  ratesetting. 

New  Technology  APCs  are  designed  to 
allow  us  to  provide  appropriate  and 
consistent  payment  for  designated  new 
procedures  that  are  not  yet  reflected  in 
our  claims  data  (74  FR  60438).  Because 
we  already  have  sufficient  claims  data 
for  CPT  code  93229  to  assign  it  to  a 
clinically  appropriate  APC,  it  would  be 
inappropriate  to  move  it  to  the  New 
Technology  APC  1513. 

As  we  stated  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60441),  we  also  continue  to  believe 
the  service  described  by  CPT  code 
93229  is  similar,  clinically  and  in  terms 
of  resource  utilization,  to  the  other 
procedures  assigned  to  APC  0209  for  CY 
2011.  For  example,  similar  to  the  remote 
cardiac  monitoring  service  described  by 
CPT  code  93229,  the  polysomnography 
proce'dures  described  by  CPT  codes 
95810  and  95811  involve  continuous 
and  simultaneous  monitoring  and 
recording  of  various  physiological  and 
pathophysiological  parameters,  with  . 
attendance  by  a  technologist. 

After  consideration  of  tne  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  assign  CPT 
code  93229  to  APC  0209,  with  a  final 
CY  2011  APC  median  cost  of 
approximately  $772. 

b.  Myocardial  Positron  Emission 
Tomography  (PET)  Imaging  (APC  0307) 

For  CY  2011,  we  proposed  to  assign 
CPT  codes  78459  (Myocardial  imaging, 
positron  emission  tomography  (PET), 
metabolic  evaluation),  78491 
(Myocardial  imaging,  positron  emission 
tomography  (PET),  perfusion;  single 
study  at  rest  or  stress),  and  78492 
(Myocardial  imaging,  positron  emission 
tomography  (PET),  perfusion:  multiple 
studies  at  rest  and/or  stress)  to  APC 
0307  (Myocardial  Position  Emission 
Tomography  (PET)  Imaging),  with  a 
proposed  median  cost  of  approximately 
$1,121.  For  CY  2010,  APC  0307  has  a 
national  unadjusted  payment  rate  of 
approximately  $1,433  based  pn  a  CY 
2010  OPPS  final  rule  median  cost  of 
approximately  $1,420.  At  its  August 
2010  meeting,  the  APC  Panel 
recommended  that  CMS  investigate  and 
report  at  a  future  Panel  meeting  on  the 
reason  for  the  decline  in  median  cost  for 
APC  0307  from  the  CY  2010  OPPS  to  the 
proposed  CY  2011  OPPS. 

Comment:  Commenters  objected  to 
the  proposed  decrease  in  the  payment 
rate  for  myocardial  PET  under  APC 


0307.  They  indicated  that  there  is 
increasing  interest  in  the  service  due  to 
shortages  of  radioisotopes  required  for 
SPECT  myocardial  perfusion  imaging  as 
well  as  developing  evidence  favoring 
use  of  myocardial  PET  imaging  and 
growing  expertise  in  the  use  of 
myocardial  PET  imaging.  The 
commenters  were  concerned  that  the 
volatility  of  the  payment  rates  from  one 
year  to  the  next  at  least  since  2006,  and 
the  reduction  in  the  payment  rate  from 
$1,433  in  CY  2010  to  the  $1,099 
proposed  payment  rate  for  APC  0307  for 
CY  2011  will  make  it  hard  for  hospitals 
to  plan  and  budget  for  the  forthcoming 
year.  The  commenters  urged  CMS  to 
validate  the  estimated  costs  on  the  CY 
2009  claims  data  for  the  limited 
numbers  of  hospitals  reporting  CPT 
codes  78459,  78491,  and  78492  (APC 
0307)  to  determine  the  reason  for  the 
proposed  change  in  payment.  The 
commenters  believed  that  the  proposed 
payment  rate  is  a  result  of  the  service 
largely  being  furnished  by  a  relatively 
small  number  of  facilities  that  may  be 
driving  the  observed  reduction.  One 
commenter  stated  that  hospitals  do  not 
always  align  the  costs  and  charges  for 
the  service  properly  in  their  accounts 
and,  therefore,  the  CCRs  that  result  from 
the  cost  reports  understate  the  cost  of 
the  services.  Another  commenter 
believed  that  hospitals  with 
disproportionately  low  CCRs  may  have 
been  disproportionately  included  in  the 
single  hills  (compared  to  the  total 
volume  of  service  that  they  furnish). 

This  commenter  also  stated  that  the 
median  cost  for  single  scans, 
represented  by  CPT  code  78491  has 
been  higher  than  the  median  cost  for 
multiple  scans,  represented  by  CPT 
code  78492  in  2007,  2009  and  2010  and 
that  the  evidence  indicates  that  the  data 
on  which  CMS  is  basing  the  payment 
rate  are  flawed. 

One  commenter  urged  CMS  to  average 
the  median  costs  over  a  4-year  period  to 
provide  stability  to  the  payment  rates  or 
to  assign  CPT  codes  78459,  78491,  and 
78492  to  New  Technology  APC  Level 
XIV  so  that  the  services  would  be  paid 
$1,250  for  CY  2011.  Another  commenter 
stated  that  payment  under  the  MPFS  for 
these  services  is  carrier  priced  and, 
therefore,  has  remained  stable  over  the 
years.  The  commenter  asked  that  CMS 
use  the  payment  rates  being  paid  under 
the  MPFS  as  the  basis  for  payment 
under  the  OPPS  for  these  services.  One 
commenter  asked  that  CMS  eliminate  all 
single  bills  from  hospitals  that  have  a 
CCR  that  is  less  than  0.2  for  the  * 
calculation  of  costs  for  myocardial  PET 
services  and  that  CMS  establish  a  cost 
center  and  CCR  specific  to  PET  that 


would  be  used  to  reduce  charges  for 
PET  to  costs.  Several  commenters  asked 
that  CMS  limit  to  10  percent  the  amount 
of  decrease  in  the  median  cost  for  CY 
2011  compared  to  CY  2010  and  slowly 
phase  in  any  reduction  beyond  10 
percent.  Other  commenters  asked  that 
CMS  set  the  relative  weight  for  payment 
for  APC  0307  using  the  mean  cost  rather 
than  the  median  cost. 

Response:  To  determine  the  reason 
that  the  median  cost  declined  from  CY 
2010  to  CY  2011,  we  examined  the  data 
for  the  single  bills  that  were  used  to  set 
the  median  cost  for  APC  0307  for  CY 
2010,  the  proposed  CY  2011  proposed 
rule,  and  the  CY  2011  final  rule  with 
comment  period,  and  we  determined 
that  there  are  multiple  reasons  that  the 
median  cost  for  APC  0307  declined  from 
CY  2010  to  CY  2011.  In  general,  when 
we  looked  the  charges  and  the  CCRs  for 
CPT  codes  78459,  78491,  and  78492  in 
APC  0307,  we  found  that  the  charges 
either  stayed  the  same  or  declined,  that 
the  CCRs  used  to  estimate  cost  from 
charges  for  these  codes  declined,  and 
that  the  cost  of  HCPCS  code  A9555 
(Rb82  rubidium),  the 
radiopharmaceutical  that  is  used  in  a 
myocardial  PET  scan,  also  declined. 
Specifically,  the  median  of  the  line  item 
charge  for  CPT  code  78492,  the  highest 
volume  code  in  APC  0307  (comprising 
96  percent  of  single  bills  used  to 
establish  the  median  cost  for  APC  0307 
in  the  CY  2011  final  rule  claims  data) 
remained  virtually  unchanged  between 
the  CY  2010  final  rule  claims  data 
($3,859.00)  and  the  CY  2011  final  rule 
claims  data  ($3,858.75).  However,  the 
median  hospital  CCR' applicable  to  the 
line  item  charge  for  CPT  code  78492, 
largely  derived  from  cost  center  4100 
(Radiology -Diagnostic),  declined  firom 
0.2342  in  the  CY  2010  HCRIS  data  to 
0.1708  in  the  CY  2011  final  rule  claims 
data.  Moreover,  the  estimated  per  day 
cost  of  rubidium,  which  is  reported  with 
95  percent  of  claims  for  CPT  code 
78492,  declined  from  $418.05  per  day  in 
the  CY  2010  final  rule  claims  data  to 
$330.06  in  the  CY  2011  final  rule  claims 
data.  The  hospital  CCR  used  to  estimate 
costs  from  charges  for  rubidium  also  is 
based  on  cost  center  4100.  The  othef 
two  myocardial  PET  codes,  CPT  codes 
78459  and  78491,  show  similar  patterns 
of  charges  and  CCRs,  although  they 
account  foi.  a  much  lower  percent  of 
single  bills  than  CPT  code  78492,  which 
causes  them  to  have  much  less 
influence  on  the  median  cost  for  APC 
0307.  We  believe  that  the  absence  of 
increase  in  the  line  item  charge,  the 
significant  decline  in  the  applicable 
CCRs  for  CPT  code  78492,  and  the 
significant  decline  in  the  estimated  cost 
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of  rubidium  combine  to  explain  the 
reduction  in  the  median  cost  for  APC 
0307  for  CY  2011  compared  to  CY  2010. 
We  also  used  a  substantial  volume  of 
single  bills  for  the  APC  (3,638  single 
bills  out  of  5,732  total  frequency  or 
approximately  64  percent  of  the  claims 
for  services  in  APC  0307).  In  addition, 
as  is  our  standard  practice,  we  used  the 
most  recently  submitted  cost  reports  to 
calculate  the  CCRs  (largely  CCRs  for  cost 
center  4100  that  are  applied  to  the 
charges  for  these  imaging  services)  to 
estimate  the  cost. 

We  agree  that  the  modest  number  of 
hospitals  that  furnish  the  service  (50  in 
the  CY  2010  final  rule  claims  data  and 
61  in  the  CY  2011  final  rule  claims  data) 
and  the  addition  of  claims  from  11 
hospitals  that  reported  the  service  for 
the  first  time  in  CY  2009  may  have  some 
bearing  on  the  volatility  in  the  median 
costs,  and  we  will  continue  to  monitor 
these  data  in  the  future.  However,  it  is 
also  possible  that  hospitals  are 
becoming  more  efficient  and  that  the 
cost  of  the  service  is  declining  as  it 
becomes  better  established.  Our  ‘ 
standard  methodology  of  estimating 
costs  from  charges  and  creating  single 
claims  with  a  unique  resource  cost  for 
individual  services  resulted  in  the  use 
of  64  percent  of  the  claims  for  services 
in  APC  0307  for  ratesetting;  and,  we 
used  the  most  current  claims  and  cost 
report  data  that  are  available  for  the 
estimation  of  the  cost  of  the  service. 

With  regard  to  the  comment  that  the  • 
estimated  cost  for  CPT  code  78491  has 
been  higher  than  CPT  code  78492  in 
past  years,  the  low  sample  size  and 
differences  in  the  mix  of  hospitals 
reporting  these  codes  likely  accounts  for 
this  observation  and  do  not  suggest  the 
data  are  flawed.  We  also  note  that  any 
difference  in  estimated  cost  between 
single  and  multiple  studies  would  not 
impact  the  payment  rate  as  claims  for 
CPT  code  78492  drive  the  estimated 
median  cost  for  this  APC. 

Based  on  our  review  of  the  claim 
charge  data  and  cost  report  data,  we 
believe  our  estimated  cost  data  for  the 
services  in  APC  0307  are  accurate  and, 
therefore,  will  not  adopt  an  alternative 
methodology,  such  as  commenters 
requests  to  limit  CCRs  to  those  at  0.2  or 
above,  calculating  a  rolling  average 
based  on  4  years  of  past  medians, 
assigning  the  codes  to  a  new  technology 
APC,  limiting  the  decline  in  the  median 
cost  to  10  percent,  setting  the  weight  on 
the  mean  cost  rather  than  the  median 
cost,  or  setting  the  payment  rate  at  the 
amount  paid  to  physicians  for  the 
service.  Similarly,  we  do  not  believe 
that  the  CCRs  that  are  applied  to  the  > 
charges  for  myocardial  PET  result  in 
flawed  estimated  costs  for  the  service 


and  that  a  cost  center  specific  to  PET 
services  is  necessary  to  provide  valid 
CCRs  for  PET  services. 

After  consideration  of  the  public 
comments  we  received  and  examination 
of  the  reasons  for  the  decline  in  the 
median  cost  for  APC  0307,  we  are  not 
making  any  of  the  adjustments  to  the 
median  cost  that  commenters  request 
because  we  believe  that  the  data  on 
which  the  median  is  calculated  are  valid 
and  that  the  median  is  accurate. 

Therefore  we  are  finalizing  a  payment 
rate  for  APC  0307  for  CY  2011  based  on 
the  CY  2011  OPPS  final  rule  median 
cost  of  approximately  $1,096.  We  are  . 
accepting  the  APC  Panel’s 
recommendation  and  will  report  the 
findings  of  our  investigation  into  the 
reason  for  the  decline  in  median  cost  for 
APC  0307  from  the  CY  2010  OPPS  to  the 
proposed  CY  2011  OPPS  at  the  winter 
2011  APC  Panel  meeting. 

c.  Cardiovascular  Computed 
Tomography  (CCT)  (APCs  0340  and 
0383) 

The  AMA  CPT  Editorial  Panel  created 
the  following  new  codes  for 
Cardiovascular  Computed  Tomography 
(CCT)  services,  effective  January  1, 

2010:  CPT  codes  75571  (Computed 
tomography,  heart,  without  contrast 
material,  with  quantitative  evaluation  of 
coronary  calcium),  75572  (Computed 
tomography,  heart,  with  contrast 
material,  for  evaluation  of  cardiac 
structure  and  morphology  (including  3D 
image  postprocessing,  assessment  of 
cardiac  function,  and  evaluation  of 
■  venous  structures,  if  performed)),  75573 
(Computed  tomography,  heart,  with 
contrast  material,  for  evaluation  of 
cardiac  structure  and  morphology  in  the 
setting  of  congenital  heart  disease 
(including  3D  image  postprocessing, 
assessment  of  LV  cardiac  function,  RV 
structure  and  function  and  evaluation  of 
venous  structures,  if  performed)),  and 
75574  (Computed  tomographic 
angiography,  heart,  coronary  arteries 
and  bypass  grafts  (when  present),  with 
contrast  material,  including  3D  image 
postprocessing  (including  evaluation  of 
cardiac  structure  and  morphology, 
assessment  of  cardiac  function,  and 
evaluation  of  venous  structures,  if 
performed).  For  CY  2010,  we  assigned 
CPT  code  75571  to  APC  0340  (Minor 
Ancillary  Procedures).  For  CY  2010,  we 
also  assigned  CPT  codes  75572,  75573, 
and  75574  to  APC  0383  (Cardiac 
Computed  Tomographic  Imaging).  For 
CY  2011,  we  proposed  to  maintain  these 
APC  assignments,  with  a  proposed  rule 
median  cost  for  APC  0340  of 
approximately  $48  and  a  proposed  rule 
median  cost  for  APC  0383  of 
approximately  $263.  • 


Comment:  One  commenter  urged 
CMS  to  consider  using  data  sources  in 
addition  to  our  claims  and  cost  report 
data  to  establish  the  basis  for  payment 
for  CCT  because  the  commenter 
believed  that  hospitals  have  reported 
incorrect  or  incomplete  data  for  CY 
2009  for  CCT  services.  The  commenter 
stated  that  the  incorrect  data  are  due  to 
unfamiliarity  or  misinterpretation  of 
Category  III  CPT  codes  that  were  used 
prior  to  CY  2010,  and  are  reflected  in 
the  charges  on  the  claims  for  services  in 
CY  2009  on  which  the  median  costs  for 
CY  2011  will  be  based.  The  commenter 
stated  that  it  is  developing  a  data 
collection  to  present  to  CMS  to 
substantiate  that  CCT  services  are  more 
costly  than  the  CY  2009  data  that  CMS 
used.  The  commenter  urged  CMS  to  be 
open  to  accepting  new  data. 

Response:  We  have  no  reason  to 
believe  that  the  median  costs  we  have 
calculated  for  CPT  codes  75571,  75572, 
75573,  and  75574  do  not  reflect  valid 
estimates  of  the  cost  of  these  services. 

We  proposed  to  continue  to  assign  CPT 
code  75571  to  APC  0340,  which  had  a 
CY  2011  proposed  rule  APC  median 
cost  of  approximately  $46.  We  also 
proposed  to  continue  to  assign  CPT 
codes  75572,  75573,  and  75574  to  APC 
0383,  which  had  a  proposed  rule  CY 
2011  APC  median  cost  of  approximately 
$254.  Because  CPT  codes  75571,  75572, 
75573,  and  75574  are  all  new  for  CY 
2010,  we  do  not  have  CY  2009  claims 
data  for  these  codes  for  CY  2011  OPPS 
ratesetting.  However,  we  assigned  them 
to  APCs  0340  and  0383  based  on  what 
we  believe  to  be  their  clinical  and 
resource  similarity  to  the  other  services 
in  the  APC,  for  which  we  have  claims 
data. 

Concerning  the  request  that  we  review 
external  data  that  may  be  provided  in 
the  future,  we  do  review  data  that  the 
public  wishes  to  share  with  us. 

However,  because  the  OPPS  is  a  budget 
neutral  relative  weight  based  system,  we 
believe  that  it  is  critical  that  the  same 
source  of  data  and  the  same  cost 
estimation  process  be  used  to  establish 
the  median  costs  for  services  paid  under 
the  OPPS  so  that  the  payment  rates 
derived  from  the  median  costs  are 
correct  in  relativity  to  one  another. 

After  considering  the  public 
comments  we  received  and  reviewing 
our  updated  CY  2009  claims  data,  we 
are  continuing  to  maintain  the 
assignment  of  CPT  code  75571  to  APC 
0340  for  CY  2011,  for  which  we  have 
calculated  a  final  rule  median  cost  of 
approximately  $46.  We  also  are 
maintaining  the  assignment  of  CPT 
codes  75572,  75573,  and  75574  to  APC 
0383,  for  which  we  have  calculated  a 
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final  rule  median  cost  of  approximately 
$254  for  CY  2011. 

d.  Multifunction  Cardiogram  (APC 
0340) 

For  CY  2011,  we  proposed  to  continue 
to  assign  Category  III  CPT  code  0206T  . 
(Algorithmic  analysis,' remote,  of 
electrocardiographic-derived  data  with 
computer  probability  assessment, 
including  report)  to  APC  0340  (Minor 
Ancillary  Procedures),  with  a  proposed 
payment  rate  of  approximately  $47. 

Comment:  One  commenter  defined 
the  procedure  described  by  CPT  code 
0206T  as  a  multifunction  cardiogram. 

The  commenter  stated  that  CMS  should 
reconsider  the  proposed  assignment  of 
CPT  code  0206T  to  APC  0340  because 
it  is  not  similar,  clinically  or  in  terms  of 
resource  utilization,  to  the  other 
procedures  assigned  to  APC  0340.  The 
commenter  stated  that  the  majority  of 
the  other  procedures  in  APC  0340  are 
minor  office  procedures  that  are  quickly 
done  and  do  not  require  data 
transmission  or  analysis.  According  to 
the  commenter,  the  complex  data 
obtained  and  analyzed  by  the 
multifunction  cardiogram  is  comparable 
to  the  data  obtained  and  analyzed 
during  cardiac  stress  tests  or 
electrocardiograms,  and  serve  as  an 
alternative  to  radionuclide  stress  testing 
in  the  diagnosis  of  coronary  artery 
disease.  Based  on  the  use  of  the 
multifunction  cardiogram  and  the  data 
it  generates,  the  commenter  believed 
that  the  procedure  described  by  CPT 
code  0206T  is  most  similar  clinically  to 
the  procedures  assigned  to  APC  0100 
(Cardiac  Stress  Tests),  which  had  a 
proposed  payment  rate  of  approximately 
$180.  However,  in  terms  of  resource 
utilization,  the  commenter  claimed  that 
payment  for  the  multifunction 
cardiogram  should  be  $75  more  than  the 
payment  for  APC  0100.  The  commenter 
pointed  out  that  CPT  code  0206T  was 
new  for  CY  2010,  and,  therefore,  no  CY 
2009  claims  data  are  available  for  CY 
2011  OPPS  ratesetting.  The  commenter 
described  a  multifunction  cardiogram  as 
a  non-traditional  systems  analysis  tool 
that  creates  a  mathematical  model  for 
the  detection  of  myocardial  ischemia, 
and  argued  that  this  tool  represents  a 
completely  new  technology.  The 
commenter  recommended  that  CMS 
reassign  CPT  code  0206T  to  APC  1504 
(New  Technology — Level  IV  ($200- 
$300)). 

Response:  We  appreciate  the 
commenter’s  submission  of  this  clinical 
information  for  the  procedure  described 
by  Category  III  CPT  code  0206T  for  our 
review.  As  a  new  Category  III  CPT  code 
for  CY  2010,  we  do  not  yet  have  hospital 
claims  data  for  the  procedure.  Category 


III  CPT  codes  are  temporary  codes  that 
describe  emerging  technology, 
procedures,  and  services,  and  they  are 
created  by  the  AMA  to  allow  for  data 
collection  for  new  services  pr 
procedures.  Under  the  OPPS,  we 
generally  assign  a  payment  rate  to  a  new 
Category  III  CPT  code  based  on  input 
from  a  variety  of  sources,  including  but 
not  limited  to,  review  of  resource  costs 
and  clinical  homogeneity  of  the  service 
to  existing  procedures,  information  from 
specialty  societies,  input  from  CMS 
medical  advisors,  and  other  information 
available  to  us.  Based  on  our  review  of 
the  clinical  characteristics  of  CPT  code 
0206T  and  the  information  provided  by 
the  commenter,  we  do  not  believe  that 
we  have  sufficient  clinical  or  cost 
information  to  justify  a  reassignment  to 
a  different  APC  at  this  time.  However, 
the  APC  Panel  Subcommittee  for  APC 
Groups  and  Status  Indicator  (SI) 
Assignments  provides  substantive 
advice  to  us  on  the  correct  assignment 
of  services  to  APCs,  and  the 
Subcommittee  members  bring  expertise 
and  experience  to  their  review  of 
clinical  issues.  Therefore,  we  will 
review  the  procedure  described  by  the 
commenter  with  the  APC  Panel’s 
Subcommittee  for  APC  Groups  and 
Status  Indicator  (SI)  Assignments  at  the 
winter  2011  APC  Panel  meeting. 

After  review  of  the  public  comment 
we  received,  we  are  finalizing  our  CY 
2011  proposal,  without  modification,  to 
continue  to  assign  Category  III  CPT  code 
0206T  to  APC  0340.  As  we  indicated 
earlier,  we  also  will  review  the  APC 
assignment  of  Category  III  CPT  code 
0206T  with  the  APC  Panel’s 
Subcommittee  for  APC  Groups  and  SI 
Assignments  at  the  winter  2011  APC 
Panel  meeting. 

e.  Unlisted  Vascular  Surgery  Procedure 
(APC  0624) 

For  CY  2011,  we  proposed  to  continue 
to  assign  CPT  code  37799  (Unlisted 
procedure,  vascular  surgery)  to  APC 
0624  (Phlebotomy  and  Minor  Vascular 
Access  Device  Procedures),  which  had  a 
proposed  payment  rate  of  approximately 
$43. 

Comment:  One  commenter  requested 
that  CMS  reassign  CPX.code  37799  from 
APC  0624  to  APC  0103  (Miscellaneous 
Vascular  Procedures),  which  had  a 
proposed  CY  2011  OPPS  payment  rate 
of  approximately  $1,309.  The 
commenter  stated  that  CPT  code  37799 
is  most  clinically  related  to  the  services 
assigned  to  APC  0103.  The  commenter 
further  stated  that  continuing  to  assign 
CPT  code  37799  to  APC  0624  would 
limit  patient  access  to  new  technology 
and  clinically  advanced  procedures. 


Response:  As  a  matter  of  policy, 
which  we  have  stated  previously  in  the 
OPPS  final  rules  with  comment  period 
since  2005  (69  FR  65724  through 
65725),  HCPCS  codes  that  are  unlisted 
procedures,  not  otherwise  classified,  or 
not  otherwise  specified  codes,  are 
assigned  to  the  lowest  level  APC  that  is 
appropriate  to  the  clinical  nature  of  the 
service.  We  also  do  not  consider  the 
costs  of  these  services  in  assessing  APCs 
for  2  times  rule  violations.  We  do  not 
believe  that  the  assignment  of  CPT  code 
37799  to  APC  0103,  as  the  commenter 
suggested,  would  be  consistent  with  our 
policy  to  assign  HCPCS  codes  for 
unlisted  procedures  to  the  lowest  level 
APC  that  is  appropriate  to  the  clinical 
nature  of  the  service.  Because  unlisted 
codes  do  not  describe  any  specific 
service,  we  believe  that  assigning  them 
to  the  lowest  level  APC  is  appropriate 
under  the  hospital  OPPS.  Furthermore, 
we  cannot  assess  whether  the  procedure 
described  by  CPT  code  37799  is  similar 
to  procedures  in  APC  0103  because  the 
CPT  code  does  not  describe  any 
particular  service.  We  note  that  the  CPT 
instruction  that  appears  underneath 
CPT  code  36592  (Collection  of  blood 
specimen  using  established  central  or 
peripheral  catheter,  venous,  not 
otherwise  specified)  refers  to  the  use  of 
unlisted  CPT  code  37799  for  blood 
collection  from  an  established  arterial 
catheter,  a  very  low  intensity  service. 
We  also  note  that  we  would  assign  a 
service  or  procedure  to  a  more 
appropriate  APC  once  it  is  assigned  to 
a  specific  CPT  or  HCPCS  code. 

After  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
our  proposal,  without  modification,  to 
continue  to  assign  CPT  code  37799  to 
APC  0624,  which  has  a  final  CY  2011 
APC  median  cost  of  approximately  $43. 

f.  Implantable  Loop  Recorder 
Monitoring  (APC  0691) 

For  CY  2011,  we  proposed  to  assign 
CPT  code  93299  (Interrogation  device 
evaluation(s),  (remote)  up  to  30  days; 
implantable  cardiovascular  monitor 
system  or  implantable  loop  recorder 
system,  remote  data  acquisition(s), 
receipt  of  transmissions  and  technician 
review,  technical  support  and 
distribution  of  results)  to  APC  0691 
(Level  III  Electronic  Analysis  of 
Devices),  with  a  proposed  payment  rate 
of  approximately  $169. 

Comment:  Some  commenters 
acknowledged  that  APC  0691  is  a 
reasonable  placement  for  CPT  code 
93299  based  on  its  proposed  rule 
median  cost  of  approximately  $274,  but 
questioned  the  accuracy  of  tbe  CY  2009 
proposed  rule  claims  data  that  CMS 
used  to  calculate  the  median  cost.  One 
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commenter  stated  that  claims  data  were 
available  for  this  service  for  the  first 
time  for  CY  2011  ratesetting  and  argued 
that  the  proposed  rule  median  cost  for 
CPT  code  is  too  high,  pointing  out  that 
the  average  physician  charge  for  the 
same  service  in  CY  2009  was  only 
$42.87.  In  addition,  the  commenter 
stated  that  the  OPPS  median  cost  for  a 
similar  service,  described  by  CPT  93296 
(Interrogation  device  evaluation(s), 
(remote),  up  to  90  days;  single,  dual,  or 
multiple  lead  pacemaker  system  or 
implantable  cardioverter-defibrillator 
system,  remote  data  acquisition(s), 
receipt  of  transmissions  and  technician 
review,  technical  support  and  • 
distribution  of  results)  is  significantly 
lower  than  the  median  cost  for  CPT 
code  93299.  Therefore,  the  commenter 
suggested  that  CPT  code  93299  be 
assigned  to  APC  0690  (Level  I, 

Electronic  Analysis  of  Devices),  the 
same  APC  to  which  CPT  code  93296  is 
assigned. 

Response:  The  commenters  - 
mistakenly  cited  $274  as  the  proposed 
rule  median  cost  for  CPT  code  93299  for 
CY  2011.  The  proposed  rule  “median” 
cost  for  CPT  code  93299  was 
approximately  $184,  while  the  proposed 
rule  “mean”  cost  for  CPT  code  93299 
was  approximately  $274.  We 
understand  that  the  commenters  are 
concerned  about  differences  in  costs  for 
services  provided  in  different  settings 
(HOPDs  versus  physicians’  offices) 
when  the  same  services  are  provided  to 
Medicare  beneficiaries.  Even  though 
both  settings  use  the  standard  CPT  code 
set,  the  costs  of  providing  these  services 
in  one  setting  may  not  be  the  same  as 
the  costs  in  another  setting.  The  OPPS 
and  the  MPFS  are  fundamentally 
different  payment  systems  with 
essential  differences  in  their  payment 
policies.  Specifically,  the  OPPS  is  a 
prospective  payment  system,  based  on 
the  concept  of  paying  for  groups  of 
services  that  share  clinical  and  resource 
charact'eristics.  Payment  is  made  under 
the  OPPS  according  to  prospectively 
established  payment  rates  that  are 
related  to  the  relative  costs  of  hospital 
resources  for  services,  as  calculated 
from  claims  data  and  Medicare  cost 
reports.  The  MPFS  is  a  fee  schedule  that 
generally  provides  separate  payment  for 
each  individual  service,  reflecting  the 
expected  typical  inputs  into  these 
services.  The  OPPS  methodology  allows 
hospitals  to  actively  contribute  on  an 
ongoing  basis  to  the  ratesetting  process 
through  its  annual  updates  and  to 
influence  future  payment  rates  for 
services  by  submitting  correctly  coded 
and  accurately  priced  claims  for  the 
services  they  provide.  According  to  this 


methodology,  it  is  generally  not  our 
policy  to  judge  the  accuracy  of  hospital 
coding  and  charging  for  purposes  of 
ratesetting.  The  CY  2011  final  rule 
median  cost  for  CPT  code  93299  is 
approximately  $180,  calculated  from 
558  single  claims.  Therefore,  we  do  not 
agree  with  commenters  that  we  should 
assign  this  procedure  to  APC  0690, 
which  has  a  final  rule  median  cost  of 
only  $35. 

After  consideration  of  the  public 
comments  we  received,  we  are' 
finalizing  our  CY  2011  proposal, 
without  modification,  to  continue  to 
assign  CPT  code  93299  to  APC  0691,  • 
with  a  final  CY  2011  APC  median  cost 
of  approximately  $165. 

2.  Gastrointestinal  (GI)  Services:  Upper 
G1  Endoscopv  (APCs  0141,  0384,  and 
0422) 

For  GY  2011,  we  proposed  to  reassign 
four  upper  gastrointestinal  endoscopy 
CPT  codes  from  APG  0141  (Level  I 
Upper  GI  Procedures)  to  APG  0422 
(Level  II  Upper  GI  Procedures). 
Specifically,  we  proposed  to  reassign 
GPT  codes  43216  (Esophagoscopy,  rigid 
or  flexible;  with  removal  of  tumor(s), 
polyp(s),  or  other  lesion(s)  by  hot  biopsy 
forceps  or  bipolar  cautery),  43242 
(Upper  gastrointestinal  endoscopy 
including  esophagus,  stomach,  and 
either  the  duodenum  and/or  jejunum  as 
appropriate;  with  transendoscopic 
ultrasound-guided  intramural  or 
transmural  fine  needle  aspiration/ 
biopsy(s)  (includes  endoscopic 
ultrasound  examination  of  the 
esophagus,  stomach,  and  either  the 
duodenum  and/or  jejunum  as 
appropriate),  43510  Gastrotomy;  with 
esophageal  dilation  and  insertion  of 
permanent  intraluminal  tube  (e.g., 
celestin  or  mousseaux-barbin)),  and 
43870  (Glosure  of  gastrostomy,  surgical) 
from  APG  0141,  with  a  proposed 
payment  rate  of  approximately  $606,  to 
APG  0422,  with  a  proposed  payment 
rate  of  approximately  $1,113. 

For  GY  2011,  we  proposed  to  continue 
to  assign  CPT  code  43240  (Upper 
gastroiiltestinal  endoscopy  including 
esophagus,  stomach,  and  either  the 
duodenum  and/or  jejunum  as 
appropriate;  with  transmural  drainage  of 
pseudocyst)  to  APC  0141,  with  a 
proposed  payment  rate  of  approximately 
$600.  We  also  proposed  to  continue  to 
assign  CPT  code  43228  (Esophagoscopy, 
rigid  or  flexible;  with  ablation  of 
tumor(s),  polyp{s),  or  other  lesion(s),  not 
amenable  to  removal  by  hot  biopsy 
forceps,  bipolar  cautery  or  snare 
technique)  to  APC  0422  with  a  proposed 
payment  rate  of  approximately  $1,113. 

Comment:  Several  commenters 
disagreed  with  the  reassignment  of  CPT 


codes  43216,  43242.  43510,  and  43870 
from  APC  0141  to  APC  0422  because, 
they  stated,  these  procedures  are  similar 
to  those  services  that  will  continue  to  be 
assigned  to  APC  0141,  specificallv  CPT 
codes  43231  (Esophagoscopy,  rigid  or 
flexible;  with  endoscopic  ultrasound 
examination),  43232  (Esophagoscopy, 
rigid  or  flexible;  with  transendoscopic 
ultrasound-guided  intramural  or 
transmural  fine  needle  aspiration/ 
biopsy(s)),  43237  (Upper  gastrointestinal 
endoscopy  including  esophagus-, 
stomach,  and  either  the  duodenum  and/ 
or  jejunum  as  appropriate;  with 
endoscopic  ultrasound  examination 
limited  to  the  esophagus),  43238  (LTpper 
gastrointestinal  endoscopy  including 
esophagus,  stomach,  and  either  the 
duodenum  and/or  jejunum  as 
appropriate;  with  tran.sendoscopic 
ultrasound-guided  intramural  or 
transmural  fine  needle  aspiration/ 
biopsy(s),  esophagus  (includes 
endoscopic  ultrasound  examination 
limited  to  the  esophagus)),  and  43259 
(Upper  gastrointestinal  endoscopy 
including  esophagus,  stomach,  and 
either  the  duodenum  and/or  jejunum  as 
appropriate;  with  endoscopic 
ultrasound  examination,  including  the 
esophagus,  stomach,  and  either  the 
duodenum  and/or  jejunum  as 
appropriate).  The  commenters  stated 
that  the  reassignment  to  APG  0422  does 
not  maintain  the  clinical  homogeneity 
and  resource  characteristics  of  these 
services. 

Response:  Section  1833(t)(9)(A)  of  the 
Act  requires  the  Secretary  to  review  and 
revise  the  groups,  the  relative,payment 
weights,  and  the  wage  and  other 
adjustments  to  take  into  account 
changes  in  medical  practice,  changes  in 
technology,  the  addition  of  new 
services,  new  cost  data,  and  other 
relevant  information  and  factors;  the  Act 
further  requires  us  to  repeat  this  process 
on  a  basis  that  is  not  less  often  than 
annually.  As  such,  we  review,  on  an 
annual  basis,  all  APC  assignments  for 
both  general  appropriateness  and  for 
violations  of  the  2  times  rule  and,  when 
necessary,  reassign  CPT  codes  to  more 
appropriate  APCs.  Although  there  w’^as 
no  violation  of  the  2  times  rule  in  APC 
0141,  based  on  our  review  of  the  CY 
2009  proposed  rule  claims  data  used  for 
ratesetting,  we  believed  that  a  change  in 
APC  assignment  was  necessary  for  CPT 
codes  43216,  43242,  43510,  and  43870. 
For  CY  2011,  the  proposed  jnedian  cost 
for  APC  0141  was  approximately  $618. 
However,  the  median  cost  for  CPT  codes 
43216,  43242,  43510,  and  43870  were 
significantly  higher.  Specifically,  CPT 
code  43216  had  a  median  cost  of 
approximately  $1,329,  CPT  code  43242 
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had  a  median  cost  of  approximately 
$1,074,  CPT  code  43510  had  a  median 
cost  of  approximately  $1,471,  and  CPT 
code  43870  had  a  median  cost  of 
approximately  $1,509.  Based  on  the 
proposed  rule  median  costs,  we 
proposed  to  reassign  the  four  CPT  codes 
to  APC  0422,  which  had  a  proposed 
APC  median  cost  of  approximately 
$1,136. 

Our  review  of  the  CY  2011  final  rule 
claims  data  indicates  that  the  median 
costs  for  these  CPT  codes  continue  to  be 
more  consistent  with  assignment  to  APC 
0422.  Specifically,  CY  2011  final  rule 
claims  data  shows  that  CPT  code  43216 
has  a  final  rule  median  cost  of 
approximately  $1,100,  CPT  code  43242 
has  a  final  rule  median  cost  of 
approximately  $1,067,  CPT  code  43510 
has  a  final  rule  median  cost  of 
approximately  $1,362,  and  CPT  code 
43870  has  a  final  rule  median  cost  of 
approximately  $1,454.  Based  on  our 
examination  of  the  CY  2011  OPPS  final 
rule  claims  data,  we  continue  to  believe 
that  CPT  codes  43216,  43242,  43510, 
and  43870  are  appropriately  placed  in 
APC  0422,  which  has  a  final  rule  APC 
median  cost  of  approximately  $1,137, 
based  on  clinical  homogeneity  and 
resource  costs. 

Comment:  Some  commenters 
specifically  disagreed  with  the  APC 
reassignment  of  CPT  code  43242,  which 
describes  an  ultrasound  procedure, 
because,  the  commenters  stated,  all  the 
other  ultrasound  procedures  would 
continue  to  be  assigned  to  APC  0141. 
The  commenters  believed  that  the 
change  may  result  in  upending  that 
could  lead  to  incorrect  coding  or 
inappropriate  payment,  and  suggested 
that,  to  help  eliminate  upcoding,  CMS 
create  a  new  APC  specifically  for- 
ultrasound  upper  GI  procedures. 
Specifically,  the  commenters  suggested 
the  creation  of  a  new  APC  whose 
paylnent  rate  would  be  between  the 
Level  I  Upper  GI  Procedures  APC  0141 
and  Level  II  Upper  GI  Procedures  APC 
0422.  The  commenters  stated  that  the 
restructuring  of  the  current  two  APCs  to 
three  upper  level  GI  APCs  would 
provide  appropriate  payment  for  upper 
GI  procedures  consistent  with  CMS’ 
policy  of  APC  restructuring  based  on 
resource  homogeneity,  clinical 
homogeneity,  provider  concentration, 
frequency  of  service,  and  minimal 
opportunities  for  upcoding  and  code 
fragmentation. 

Response:  Based  on  our  review  of  the 
hospital  outpatient  claims  data  used  for 
ratesetting  for  the  proposed  rule,  we 
determined  that  a  change  in  APC 
assignment  for  CPT  code  43242  was 
necessary.  As  we  describe  above,  we 
continue  to  believe  that  the  service 


associated  with  CPT  code  43242  is  more 
similar  in  resource  use  to  those  services 
assigned  to  APC  0422. 

We  do  not  agree  with  the  commenters’ 
suggestion  for  creating  a  new  APC 
specific  to  ultrasound  upper  GI 
procedures.  Based  on  our  medical 
review  team’s  assessment  of  the  clinical 
characteristics  of  the  procedure 
described  by  CPT  code  43242  and  the 
other  procedures  assigned  to  APC  0422, 
and  based  on  the  proposed  rule  and 
final  rule  claims  data,  we  believe  that 
CPT  code  43242  is  similar  clinically  and 
in  terms  of  resource  utilization  to  the 
upper  GI  procedures  in  APC  0422. 
Therefore,  for  CY  2011,  as  we  proposed, 
we  will  reassign  CPT  code  43242  to  APC 
0422.  We  note  that,  in  all  cases, 
hospitals  must  report  HCPCS  codes  that 
accurately  reflect  the  services  furnished; 
upcoding  in  order  to  receive  higher 
payment  is  considered  fraudulent 
hilling. 

Comment:  Several  commenters 
requested  that  CMS  reassign  CPT  code 
43240  from  APC  0141  to.  APC  0384  (GI 
Procedures  with  Stents),  which  had  a 
proposed  payment  rate  of  approximately 
$1,876.  The  commenters  believed  that 
CPT  code  43240  would  be  appropriately 
placed  in  APC  0384  based  on  resource 
and  clinical  homogeneity  to  other 
procedures  assigned  to  APC  0384. 

Response:  After  review  of  our  claims 
data  for  both  the  proposed  rule  and  the 
final  rule  and  consideration  of  the 
clinical  characteristics,  we  do  not  agree 
with  the  commenters’  recommendation 
to  reassign  CPT  code  43240  to  APC 
0384.  We  believe  that  the  procedure 
described  by  CPT  code  43240  shares 
clinical  similarities  with  the  other  upper 
GI  procedures  assigned  to  APC  0141. 
Furthermore,  our  CY  2011  final  rule 
claims  data  show  that  the  median  cost 
for  CPT  code  43240  of  approximately 
$738  based  on  30  single  claims  (out  of 
a  total  of  1 16  total  claims)  is 
substantially  dissimilar  to  the  median 
cost  of  approximately  $1,893  for  APC 
0384.  We  believe  that  the  final  rule 
median  cost  of  approximately  $738  is 
more  similar  to  the  median  cost  of 
approximately  $605  for  APC  0141. 
Therefore,  for  CY  2011,  we  will 
continue  to  assign  CPT  code  43240  to 
APC  0141. 

Comment:  One  commenter  stated  that 
the  proposed  payment  reduction  for 
APC  0422  from  $1,635  for  CY  2010  to 
$1,113.48  for  CY  2011  will  restrict 
Medicare  beneficiary  access  to  services 
that  are  in  APC  0422.  The  commenter 
further  stated  that  the  payment  rate  for 
APC  0422  is  inadequate  to  pay  for  the 
medical  device  required  to  perform  the 
service  described  hy  CPT  code  43228. 


Response:  Review  of  our  CY  2011 
final  rule  claims  data  shows  that  the 
median  cost  for  CPT  code  43228  is 
approximately  $1,797  based  on  1,759 
single  claims  (out  of  a  total  of  2,199 
claims),  which  is  relatively  similar  to 
the  final  rule  median  cost  of  $1,137  for 
APC  0422,  which  includes  many  upper 
GI  procedures  such  as  the  procedure 
described  by  CPT  code  43228. 

Therefore,  we  continue  to  believe  that 
the  procedure  described  by  CPT  code 
43228  is  appropriately  placed  in  APC 
0422  based  on  resource  and  clinical 
homogeneity  to  other  procedures 
currently  assigned  to  APC  0422.  We 
note  that  our  cost-finding  methodology 
is  based  on  reducing  each  hospital’s 
charge  for  its  services  to  an  estimated 
cost  by  applying  the  most  discrete 
hospital-specific  CCR  available  for  the 
hospital  that  submitted  the  claim. 

Hence,  it  is  the  hospital’s  claims  and 
cost  reports  that  determine  the 
estimated  costs  that  are  used  to 
calculate  the  median  cost  for  each 
service  and,  when  aggregated  into  APC 
groups,  the  hospital  data  is  used  to 
calculate  the  median  cost  for  the  APC 
on  which  the  APC  payment  rate  is 
based. 

With  regard  to  the  commenter’s 
statement  that  hospitals  will  reduce 
access  to  these  services  for  Medicare 
beneficiaries  if  the  payment  for  them 
declines,  we  note  that  our  regulations  at 
42  CFR  489.53(a)(2)  permit  CMS  to 
terminate  a  hospital’s  provider 
agreement  if  the  hospital  places 
restriction  on  the  persons  it  will  accept 
for  treatment  and  fails  either  to  exempt 
Medicare  beneficiaries  from  those 
restrictions  or  to  apply  them  to 
Medicare  beneficiaries  the  same  as  to  all 
other  persons  seeking  care. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  reassign  CPT 
codes  43216,  43242,  43510,  and  43870 
from  APC  0141  to  APC  0422,  which  has 
a  final  CY  2011  APC  median  cost  of 
approximately  $1,137.  We  also  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  continue  to 
assign  CPT  code  43240  to  APC  0141, 
which  has  a  final  CY  2011  APC  median 
cost  of  approximately  $605,  and  to 
continue  to  assign  CPT  code  43228  to 
APC  042?,  which  has  a  final  CY  2011 
APC  median  cost  of  approximately 
$1,137. 

3.  Genitourinary  Services 

a.  Radiofrequency  Remodeling  of 
Bladder  Neck  (APC  0165) 

For  CY  2011,  we  proposed  to  continue 
to  assign  Category  HI  CPT  code  0193T 
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(Transurethral,  radiofrequency  micro- 
remodeling  of  the  female  bladder  neck 
and  proximal  urethra  for  stress  urinary 
incontinence)  to  APC  0165  (Level  IV 
Urinary  and  Anal  Procedures),  with  a 
proposed  payment  rate  of  approximately 
$1,403.  This  CPT  code  has  been 
assigned  to  APC  0165  since  it  became 
effective  in  CY  2009. 

Comment:  Some  commenters 
disagreed  with  the  proposed  continued 
APC  assignment  of  CPT  code  0193T  to 
APC  0165.  The  commenters  believed 
that  the  proposed  payment  rate  for  APC 
0165  does  not  accurately  reflect  the 
costs  incurred  by  hospitals  that  perform 
the  procedure  described  by  CPT.  code 
0193T,  especially  because  the  procedure 
itself  utilizes  a  costly  single-use 
disposable  medical-device.  The 
commenters  suggested  the  assignment  of 
CPT  code  0193  to  APC  0202  (Level  VII 
Female  Reproductive  Procedures), 
which  had  a  proposed  payment  rate  of 
$3,086,  because  APC  0202  contains 
procedures  that  are  very  similar  to  the 
provedure  described  by  CPT  code 
0193T.  Specifically,  the  commenters 
indicated  that  CPT  code  0193T  is 
similar  in  clinical  characteristics  and 
resource  costs  to  HCPCS  codes  58356 
(Endometrial  cryoablation  with 
ultrasonic  guidance,  including 
endometrial  curettage,  when  performed) 
and  58565  (Hysteroscopy,  siugical;  with 
bilateral  fallopian  tube  cannulation  to 
induce  occlusion  by  placement  of 
permanent  implants),  which  are 
assigned  to  APC  0202.  As  an  alternative, 
the  commenters  recommended  the 
reassignment  of  CPT  code  0193T  to  APC 
0168  (Level  II  Urethral  Procedures), 
which  had  a  proposed  payment  rate  of 
$2,211,  because  CPT  code  0193T  is  also 
similar  clinically  and  resource  costs  to 
CPT  code  51715  (Endoscopic  injection 
of  implant  material  into  the  submucosal 
tissues  of  the  urethra  and/or  bladder 
neck),  which  are  assigned  to  APC  0168. 
The  commenters  added  that  the  probe 
used  in  the  procedure  associated  with 
CPT  code  0193T  costs  $1,095,  and, 
overall,  the  total  procedure  cost  vyith  the 
probe  is  approximately  $2,600-. 

Response:  We  do  not  have  any  CY 
2009  hospital  claims  data  for  CPT  code 
0193T,  which  became  effective  on 
January  1,  2009.  Category  III  CPT  codes 
are  temporary  codes  that  describe 
emerging  technology,  procedures,  and 
services,  and  these  CPT  codes  were 
created  by  AMA  to  allow  for  data 
collection  for  new  services  or 
procedures.  Under  the  OPPS,  w'e 
generally  assign  new  Category  III  CPT 
codes  to  clinical  APCs  based  on  input 
from  a  variety  of  sources,  including,  but 
not  limited  to,  review  of  resource  costs 
and  clinical  homogeneity  of  the  service 


to  existing  procedures,  information  from 
specialty  societies,  input  from  our 
medical  officers,  and  other  information 
available  to  us.  Based  on  our  review  of 
the  clinical  characteristics  of  CPT  code 
0193T,  as  well  as  the  other  procedures 
assigned  to  APCs  0165,  0168,  and  0202, 
we  continue  to  believe  that  the  most 
appropriate  APC  for  CPT  code  0193T  is 
APC  0165,  and  that  the  procedures 
contained  in  APC  0165  are  clinically 
similar  to  that  of  CPT  code  0193T.  As 
we  have  stated  in  the  past  (74  FR 
60446),  we  do  not  agree  with  the 
commenters  that  the  procedures 
assigned  to  APC  0202  that  involve 
fallopian  tube  cannulation  or 
endometrial  ablation  are  sufficiently 
similar  to  the  procedure  described  by 
CPT  code0193T  based  on  procedure 
duration,  device  utilization,  use  of 
guidance,  or  other  characteristics  to 
warrant  reassignment  of  CPT  code 
0193T  to  APC  0202  based  on 
considerations  of  clinical  homogeneity. 
We  also  do  not  believe  that  CPT  code 
0193T  is  sufficiently  similar  to  CPT 
code  51715,  which  involves  an 
endoscopic  injection  of  implant 
material,  to  warrant  reassignment. 

Furthermore,  we  note  that,  at  the 
August  2009  APC  Panel  meeting,  a 
presenter  requested  that  the  APC  Panel 
recommend  that  CMS  reassign  CPT  code 
0193T  to  either  APC  0202  or  APC  0168 
based  on  resource  intensiveness  and 
therapeutic  benefit.  The  presenter 
claimed  that  the  device  cost  associated 
with  CPT  code  0193T  is  comparable  to 
those  single-use  devices  that  are  used 
with  certain  procedures  listed  under 
APC  0202,  specifically  those  described 
by  CPT  codes  58356,  58565,  and  57288. 
This  same  presenter  indicated  that, 
unlike  the  medical  devices  used  in  the 
procedures  that  are  in  APC  0202,  the 
costs  of  the  single-use  medical  devices 
for  the  procedures  in  APC  0165  are  very 
minimal.  After  a  discussion,  the  APC 
Panel  recommended  that  CMS  maintain 
the  APC  assignment  of  CPT  code  0193T 
to  APC  0165. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  to  continue  to  assign  CPT 
code  0198T  to  APC  0165,  which  has  a 
final  CY  2011  median  cost  of 
approximately  $1,369. 

For  CY  2011,  the  AMA  CPT  Editorial 
Panel  decided  to  delete  Category  III  CPT 
code  0193T  on  December  31,  2010,  and 
replace  it  with  CPT  code  53860 
(Transurethral  radiofrequency  micro¬ 
remodeling  of  the  female  bladder  neck 
and  proximal  urethra  for  stress  urinary 
incontinence)  effective  January  1,  2011. 
Similar  to  its  predecessor  CPT  code,  the 
replacement  CPT  code  53860  will  be 


assigned  to  APC  0165  effective  January 

1, 2011. 

b.  Percutaneous  Renal  Crvoablation 
(APC  0423) 

For  CY  2011,  we  proposed  to  continue 
to  assign  CPT  code  50593  (Ablation, 
renal  tumor(s),  unilateral,  percutaneous, 
cryotherapy)  to  APC  0423  (Level  II 
Percutaneous  Abdominal  and  Biliary 
Procedures),  with  a  proposed  payment 
rate  of  approximately  $3,905.  This  CPT 
code  was  a  new  code  in  CY  2008; 
however,  the  same  service  was 
previously  described  by  CPT  code 
0135T  (Ablation  renal  tumor(s), 
unilateral,  percutaneous,  cryotherapy). 
We  note  that,  for  CY  2007,  based  upon 
the  APC  Panel’s  recommendation  made 
at  its  March  2006  meeting,  we 
reassigned  CPT  code  50593  (then  CPT 
code  0135T)  from  APC  0163  (Level  IV 
Cystourethroscopy  and  other 
Genitourinary  Procedures)  to  APC  0423, 
effective  January  1,  2007. 

Comment:  One  commenter  expressed 
concern  that  the  proposed  payment  rate 
of  approximately  $3,905  for  CPT  code 
50593  is  inadequate  because  the 
payment  does  not  accurately  account  for 
the  costs  incurred  by  hospitals  in 
performing  the  procedure  described  by 
this  code.  The  commentei  argued  that 
the  proposed  payment  rate  for  CPT  code 
50593,  which  the  commenter 
considered  low,  is  attributable  to  claims 
data  that  do  not  accurately  capture  the 
full  costs  of  CPT  code  50593  because 
only  57  percent  of  the  claims  data  used 
to  establish  the  median  cost  for  this 
procedure  were  correctly  coded,  and 
that  the  single  claims  do  not  contain  the 
HCPCS  code  and  associated  charge  for 
the  required  device,  specifically  HCPCS 
code  C2618  (Probe,  cryoablation).  The 
commenter  requested  that  CMS 
designate  CPT  code  50593  as  a  device¬ 
dependent  procedure,  which  would 
require  hospitals  to  submit  claims  with 
the  appropriate  device  HCPCS  code,, 
assign  the  procedure  to  its  own  APC, 
and  set  the  payment  rate  for  that  APC 
based  on  claims  for  CPT  code  50593 
reported  with  HCPCS  code  C2618.  The 
commenter  argued  that  this  request 
would  be  appropriate  because  the 
procedure  described  by  CPT  code  50593 
cannot  be  performed  without  the 
utilization  of  the  device  described  by 
HCPCS  code  C2618.  The  commenter’s 
analysis  concluded  that  the  median  cost 
on  which  payment  for  CPT  code  50593 
would  be  based  if  the  request  were 
honored  would  be  approximately 
$5,598,  resulting  in  a  more  accurate 
payment  rate  for  the  procedure  and 
continued  Medicare  beneficiary  access 
to  percutaneous  renal  cryoablation  in 
the  hospital  outpatient  setting.  The 
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commenter  further  stated  that,  although 
APC  0423  groups  similar  ablation 
procedures,  none  of  the  other 
procedures  in  the  APC  involve  high-cost 
devices. 

Response:  We  continue  to  believe  that 
CPT  code  50593  is  appropriately 
assigned  to  APC  0423  based  on  clinical 
and  resource  considerations  when 
compared  to  other  procedures  also 
proposed  for  assignment  to  APC  0423 
for  CY  2011.  As  we  stated  in  the  CY 
2007  OPPS  final  rule  with  comment 
period  (71  FR  68049  through  68050),  the 
GY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66709),  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68611),  and  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60444),  we 
initially  revised  the  APC  assignment  for 
the  percutaneous  renal  cryoablation 
procedure  from  APC  0163  to  APC  0423 
in  CY  2007  based  on  the  APC  Panel’s 
recommendation  to  reassign  the 
procedure  to  APC  0423.  The  median 
costs  of  the  four  HCPCS  codes  assigned 
to  APC  0423  for  CY  2011  range  from 
approximately  $3,477  to  $4,736,  well 
within  the  two-fold  variation  in  median 
cost  that  is  permitted  by  law  for  an 
OPPS  payment  group.  Even  if  we  were 
to  calculate  the  median  cost  for  CPT 
code  50593  using  only  claims  that  also 
contain  HCPCS  code  C2618,  estimated 
by  the  commenter  to  be  approximately 
$5,598  using  proposed  rule  data,  the 
grouping  of  these  procedures  in  the 
same  APC  would  not  violate  the  2  times 
rule. 

We  also  do  not  agree  that  CPT  code 
50593  should  be  designated  as  a  device¬ 
dependent  procedure  and  assigned  to  its 
own  separate  APC.  We  have  only  344 
single  claims  (out  of  a  total  of  757 
claims)  for  CPT  code  50593  from  CY 
2009  and,  as  such,  the  procedure  has  the 
second  lowest  frequency  of  the  four 
procedures  assigned  to  APC  0423.  As 
we  stated  in  the  CY  2010  OPS/ASC  final 
rule  with  comment  period  (74  FR  60444 
through  60445),  we  continue  to  believe 
this  relatively  low  volume  procedure 
should  be  assigned  to  a  payment  group 
with  similar  services,  as  we  have 
proposed,  in  order  to  promote  payment 
stability  and  encourage  hospital 
efficiency.  In  addition,  we  do  not 
identify  individual  HCPCS  codes  as 
device-dependent  HCPCS  codes  under 
the  OPPS.  Rather,  we  first  consider  the 
clinical  and  resource  characteristics  of  a 
procedure  and  determine  the  most 
appropriate  APC  assignment.  When  we 
determine  that  we  should  assign  a 
procedure  to  an  APC  that  is  device¬ 
dependent,  based  on  whether  that  APC 
has  been  historically  identified  under 
the  OPPS  as  having  very  high  device 


costs,  we  then'consider  the 
implementation  of  device  edits,  as 
appropriate.  We  again  note  that  the 
identification  of  device-dependent  APCs 
was  particularly  important  in  the  early 
years  of  the  OPPS  when  separate  pass¬ 
through  payment  for  many  implantable 
devices  expired.  At  that  time,  a  variety 
of  methodologies  to  package  the  costs  of 
those  devices  into  procedural  APCs  was 
utilized  over  several  years  to  ensure 
appropriate  incorporation  of  the  device 
costs  into  the  procedure  payments.  At 
this  point  in  time,  hospitals  have 
significantly  more  experience  reporting 
HCPCS  codes  for  packaged  and 
separately  payable  items  and  services 
under  the  OPPS  and  the  payment 
groups  are  more  mature.  We  believe  our 
standard  ratesetting  methodology 
typically  results  in  appropriate  payment 
rates  for  new  procedures  that  utilize 
devices,  as  well  as  those  that  do  not  use 
high  cost  devices.  In  recent  years,  we 
have  not  encountered  circumstances  for 
which  we  have  had  to  establish  new 
device-dependent  APCs  because  we 
were  not  able  to  accommodate  the 
clinical  and  resource  characteristics  of  a 
procedure  by  assigning  it  to  an  existing 
APC  (whether  device-dependent  or  non¬ 
device-dependent),  and  the  procedure 
described  by  CPT  code  50593  is  not  an 
exception. 

While  all  of  the  procedures  assigned 
to  APC  0423  require  the  use  of 
implantable  devices,  for  many  of  the 
procedures,  there  are  no  Level  II  HCPCS 
codes  that  describe  all  of  the 
technologies  that  may  be  used  in  the 
procedures.  Therefore,  as  we  indicated 
in  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60445),  it 
would  not  be  possible  for  us  to  develop 
procedure-to-device  edits  for  all  of  the 
CPT  codes  assigned  to  APC  0423.  Under 
the  OPPS,  there  are  many  other 
procedures  that  require  the  use  of 
implantable  devices  that,  because  they 
are  assigned  to  OPPS  APCs  that  are  not 
device-dependent,  do  not  have 
procedure-to-device  edits  applied,  even 
if  those  claims  processing  edits  would 
be  feasible.  We  continue  to  believe  that 
our  payments  for  procedures  that  utilize 
high  cost  devices  are  appropriate  for 
those  services,  even  when  those  services 
are  grouped  with  other  procedures  that 
either  do  not  require  the  use  of 
implantable  devices  or  which  utilize 
devices  that  are  not  described  by 
specific  Level  II  HCPCS  codes. 

When  reporting  CPT  code  50593,  we 
expect  hospitals  to  also  report  the 
device  HCPCS  code  C2618,  which  is 
associated  with  this  procedure.  We  also 
remind  hospitals  that  they  must  report 
all  of  the  HCPCS  codes  that 
appropriately  describe  the  items  used  to 


provide  services,  regardless  of  whether 
the  HCPCS  codes  are  packaged  or  paid 
separately.  If  hospitals  use  more  than 
one  probe  in  performing  the  procedure 
described  by  CPT  code  50593,  we 
expect  hospitals  to  report  this 
information  on  the  claim  and  adjust 
their  charges  accordingly.  Hospitals 
should  report  the  number  of 
cryoablation  probes  used  to  perform  the 
procedure  described  by  CPT  code  50593 
as  the  units  of  HCPCS  code  C2618 
which  describes  these  devices,  with 
their  charges  for  the  probes.  Since  CY 
2005,  we  have  required  hospitals  to 
report  device  HCPCS  codes  for  all 
devices  used  in  procedures  if  there  are 
appropriate  HCPCS  codes  available.  In 
this  way,  we  can  be  confident  that 
hospitals  have  included  charges  on  their 
claims  for  costly  devices  used  in 
procedures  when  they  submit  claims  for 
those  procedures. 

After  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
our  CY  2011  proposal,  without 
modification,  to  continue  to  assign  CPT 
code  50593  to  APC  0423,  which  has  a 
final  CY  2011  APC  median  cost  of 
approximately  $3,855. 

4.  Nervous  System  Services 

a.  Pain-Related  Procedures  (APCs  0203, 
0204,  0206,  0207,  and  0388) 

For  CY  2011,  we  proposed  to  set  the 
payment  rates  for  APCs  to  which  pain- 
related  procedures  were  assigned  based 
on  the  median  costs  determined  under 
the  standard  OPPS  ratesetting 
methodology.  Specifically,  we  proposed 
the  following  CY  2011  payment  rates  for 
the  pain-related  APCs:  APC  0203  (Level 
IV  Nerve  Injections),  with  a  proposed 
payment  rate  of  approximately  $908; 
APC  0204  (Level  I  Nerve  Injections), 
with  a  proposed  payment  rate  of 
approximately  $182;  APC  0206  (Level  II 
Nerve  Injections),  with  a  (proposed 
payment  rate  of  approximately  $265); 
APC  0207  (Level  III  Nerve  Injections), 
with  a  proposed  payment  rate  of 
approximately  $527),  and  APC  0388 
(Discography),  with  a  proposed  payment 
rate  of  approximately  $1,702). 

For  CY  2011,  we  proposed  to  reassign 
CPT  codes  62273  (Injection,  epidural,  of 
blood  or  clot  patch)  and  64408 
(Injection,  anesthetic  agent;  vagus  nerve) 
from  APC  0206  to  APC  0207,  and  to 
reassign  CPT  code  62319  (Injection, 
including  catheter  placement, 
continuous  infusion  or  intermittent 
bolus,  not  including  neurolytic 
substances,  with  or  without  contrast  (for 
either  localization  or  epidurography),  of 
diagnostic  or  therapeutic  substance(s) 
(including  anesthetic,  antispasmodic, 
opioid,  steroid,  other  solution),  epidural 
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or  subarachnoid;  lumbar,  sacral  _  which  we  received  comments  together  and  the  CY  2011  final  rule  APC 

(caudal))  from  APC  0207  to  APC  0203*.  with  the  CY  2010  APC  assignment,  the  assignment  for  each  code. 

Table  24  proyides  the  CPT  codes  on  CY  2011  proposed  rule  APC  assignment, 


Table  24— Pain-Related  Procedures  On  Which  We  Received  Public  Comments 


CPT  Code 

Long  descriptor 

CY  2010  APC 

Proposed  CY  i 
2011  APC  ! 

Final  CY  201 1 
APC 

62273  . 

Injection,  epidural,  of  blood  or  clot  patch),  64408  (Injection,  anesthetic  agent; 
vagus  nerve. 

0206 

0207  j 

0207 

62318  . 

Injection,  including  catheter  placement,  continuous  infusion  or  intermittent 
bolus,  not  including  neurolytic  substances,  with  or  without  contrast  (for  either 
localization  or  epidurography),  of  diagnostic  or  therapeutic  substance(s)  (in¬ 
cluding  anesthetic,  antispasmodic,  opioid,  steroid,  other  solution),  epidural  or 
subarachnoid;  cervical  or  thoracic. 

0207 

0207 

0207 

62319  . 

Injection,  including  catheter  placement,  continuous  infusion  or  intermittent 
bolus,  not  including  neurolytic  substances,  with  or  without  contrast  (for  either 
localization  or  epidurography),  of  diagnostic  or  therapeutic  substance(s)  (in¬ 
cluding  anesthetic,  antispasmodic,  opioid,  steroid,  other  solution),  epidural  or 
subarachnoid;  lumbar,  sacral  (caudal). 

0207 

0203 

1 

0203 

64408  . 

Injection,  anesthetic  agent;  vagus  nerve  . 

0207 

0207 

0207 

64410  . 

Injection,  anesthetic  agent;  phrenic  nerve  . . 

0207 

0207 

0207 

64412  . 

Injection,  anesthetic  agent;  spinal  accessory  nerve  . 

0207 

0207 

0207 

64480  . 

Injection,  anesthetic  agent  and/or  steroid,  transforaminal  epidural;  cervical  or 
thoracic,  each  additional  level  (List  separately  in  addition  to  code  for  primary 
procedure). 

0206 

0206 

i 

0206 

64484  . 

Injection,  anesthetic  agent  and/or  steroid,  transforaminal  epidural;  lumbar  or 
sacral,  each  additional  level  (List  separately  in  addition  to  code  for  primary 
procedure). 

0206 

0206  i 

1 

0206 

64491  . 

Injection(s),  diagnostic  or  therapeutic  agent,  paravertebral  facet 
j  (zygapophyseal)  joint  (or  nerves  innervating  that  joint)  with  image  guidance 
(fluoroscopy  or  CT),  cervical  or  thoracic;  second  level  (List  separately  in  ad¬ 
dition  to  code  for  primary  procedure). 

0204 

0204 

1  0204 

64492  . 

Injection(s),  diagnostic  or  therapeutic  agent,  paravertebral  facet 
(zygapophyseal)  joint  (or  nerves  innervating  that  joint)  with  image  guidance 
i  (fluoroscopy  or  CT),  cervical  or  thoracic;  third  and  any  additional  level(s)  (List 
separately  in  addition  to  code  for  primary  procedure). 

0204 

0204 

!  0204 

j 

i 

1 

64493  . 

Injection(s),  diagnostic  or  therapeutic  agent,  paravertebral  facet 
(zygapophyseal)  joint  (or  nerves  innervating  that  joint)  with  image  guidance 
(fluoroscopy  or  CT),  lumbar  or  sacral;  single  level.  . 

0207 

0207 

!  0207 

64494  . 

‘Injection(s),  diagnostic  '  or  therapeutic  agent,  paravertebral  facet 
(zygapophyseal)  joint  (or  nerves  innervating  that  joint)  with  image  guidance 
(fluoroscopy  or  CT),  lumbar  or  sacral;  second  level  (List  separately  in  addi¬ 
tion  to  code  for  primary  procedure). 

0204 

0204 

0204 

64623  . 

Destruction  by  neurolytic  agent,  paravertebral  facet  joint  nerve;  lumbar  or  sac¬ 
ral,  each  additional  level  (List  separately  in  addition  to  code  for  primary  pro¬ 
cedure). 

0207 

0207 

’  0207 

64626  . 

Destruction  by  neurolytic  agent,  paravertebral  facet  joint  nerve;  cervical  or  tho¬ 
racic,  single  level. 

0207 

0207 

0207 

64627  . 

Destruction  by  neurolytic  agent,  paravertebral  facet  joint  nerve;  cervical  or  tho¬ 
racic,  each  additional  level  (List  separately  in  addition  to  code  for  primary 
procedure). 

0204 

0204 

0204 

72285  . 

Discography,  cervical  or  thoracic,  radiological  supervision  and  interpretation  . 

0338 

0338 

0338 

72295  . 

Discography,  lumbar,  radiological  supervision  and  interpretation  . 

0338 

0338 

0338 

J _ 

Comment:  One  commenter  objected  to 
what  the  commenter  stated  were 
continuing  declines  in  OPPS  payment 
for  CPT  add-on  codes  64491,  64492, 
64493, 64494, 64480, 64484, 64623, and 
64627.  The  commenter  objected  both  to 
the  declines  in  the  payment  rates,  which 
they  indicate  have  been  as  much  as  50 
percent  since  CY  2007,  and  to  the 
application  of  the  multiple  procedure 
reduction  to  them  which  further  reduces 
the  payment  for  them  by  both  Medicare 
and  other  payers. 

Response:  CPT  codes  64491,  64492, 
64493,  and  64494  were  new  codes  in  CY 
2010.  Therefore,  we  do  not  have  CY 


2009  claims  data  on  which  to  calculate 
a  median  cost  for  CY  2011  ratesetting 
purposes.  In  accordance  with  our 
standard  ratesetting  policy,  we  proposed 
to  assign  the  new  codes  to  the  APCs  that 
our  clinicians  believe  are  appropriate 
based  on  their  understanding  of  the 
nature  of  the  service  and  the  resources 
that  are  required  by  services  that  they 
believe  to  be  comparable.  These  codes 
had  new  interim  APC  placements  for  CY 

2010  and  were  open  to  a  60-day  public 
comment  period.  We  received  no  public 
comments  objecting  to  the  APC 
placement  of  the  new  codes. 


With  regard  to  the  variation  in  costs 
for  CPT  codes  64480,  64484,  64623,  and 
64627,  as  we  have  stated  in  the  past, 
OPPS  payment  rates  fluctuate  based  on 
a  variety  of  factors,  including,  but  not 
limited  to,  changes  in  the  mix  of 
hospitals  billing  the  services, 
differential  changes  in  hospital  charges 
and  costs  for  the  services,  and  changes 
in  the  volumes  of  services  reported  (74 
FR  60447).  Therefore,  the  median  costs 
upon  which  the  OPPS  payment  rates  are 
based  vary  from  one  year  to  another.  We 
note  that  the  median  costs  of  all  of  the 
APCs  to  which  CPT  codes  64480,  64484, 
64623,  and  64627  are  assigned  increased 


71912  Federal  Register / Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Rules  and  Regulations 


between  CY  2009  and  CY  2010  and 
again  between  CY  2010  and  CY  2011. 
Specifically,  for  CPT  codes  64480  and 
64484,  the  median  cost  of  APC  0206  to 
which  they  are  assigned  increased  from 
approximately  $236  in  CY  2009  to 
approximately  $249  in  CY  2010  and  to 
approximately  $265  based  on  CY  2011 
final  rule  data.  In  the  case  of  CPT  code 
64627,  the  median  cost  of  APC  0204  to  . 
which  CPT  code  64627  is  assigned 
increased  from  approximately  $161  in 
CY  2009  to  approximately  $171  in  CY 
2010  and  to  approximately  $182  based 
on  CY  2011  final  rule  data.  Lastly,  for 
CPT  code  64623,  the  median  cost  of 
APC  0207  to  which  the  code  is  assigned 
increased  from  approximately  $463  in 
CY  2009  to  approximately  $481  in  CY 
2010  and  to  approximately  $517  based 
on  final  rule  data  for  CY  2011.  We  are 
finalizing  the  APC  assignments  for  all  of 
these  procedures  as  shown  in  Table  24. 

Witn  regard  to  the  application  of  the 
multiple  procedure  reduction  for  APCs 
0204,  0206,  and  0207,  we  continue  to 
believe  that  it  is  appropriate  to  reduce 
the  payment  for  services  furnished  in 
these  APCs  by  50  percent  when  they  are 
furnished  with  a  procedure  that  is  paid 
at  the  same  or  a  higher  rate  because  we 
believe  that  there  are  significant 
efficiencies  associated  with  providing 
multiple  procedures  during  the  same 
encounter. 

Comment:  One  commenter  objected  to 
the  proposed  payment  rate  for  CPT 
codes  72285  and  72295,  which  the 
commenter  indicated  is  a  73-percent 
increase  compared  to  the  CY  2007  OPPS 
payment  rate.  The  commenter  stated  • 
that  CPT  codes  62290  (Injection 
procedure  for  discography,  each  level; 
lumbar)  and  62291  (Injection  procedure 
for  discography,  each  level;  cervical  or 
thoracic)  describe  the  procedures  and 
that  CPT  codes  72285  and  72295  are 
paid  at  an  unreasonable  rate. 

Response:  As  we  have  noted  in  the 
past  (74  FR  60447),  CPT  codes  72285 
and  72295,  both  of  which  are  assigned 
to  APC  0388,  are  “T”  packaged  codes 
and,  as  such,  are  paid  separately  only  if 
there  is  no  separately  paid  surgical 
procedure  with  a  status  indicator  of  “T” 
on  the  same  claim.  When  there  is  a 
separate  payment  made  for  these 
services,  the  payment  is  not  only 
payment  for  the  service  itself  but  also 
includes  payment  for  all  services 
reported  on  the  claim  that  are  always 
packaged  (that  is,  those  with  a  status 
indicator  of  “N”).  The  median  cost  of 
APC  0388  to  which  CPT  codes  72285 
and  72295  are  assigned  for  payment 
when  separate  payment  can  be  made 
increased  ft-om  approximately  $1,470  in 
CY  2009  to  approximately  $1,727  in  CY 
2010  and  decreased  to  approximately 


$1,654  based  on  final  rule  data  for  CY 
2011.  The  median  costs  reflect  the  cost 
of  all  conditionally  and  unconditionally 
packaged  services  on  the  claim. 

Payment  for  CPT  codes  62290  and 
62291  is  always  packaged  into  payment 
for  the  independent,  separately  paid 
procedures  with  which  these  codes  are 
reported  because  we  believe  that  these 
codes  are  ancillary  and  supportive  to 
other  major  separately  paid  procedures 
and  that  they  are  furnished  only  as  an 
ancillary  and  dependent  part  of  an 
independent  separately  paid  procedure. 
Therefore  when  CPT  codes  72285  and 
72295  are  the  only  separately  paid 
procedures  that  appear  on  the  claim, 
payment  for  CPT  codes  72285  and 
72295  includes  the  payment  for  CPT 
codes  62290  and  62291. 

Comment:  One  commenter  supported 
the  proposed  payment  for  CPT  code 
62273  and  62318. 

Response:  We  appreciate  the 
commenter’s  support. 

Comment:  One  commenter  argued 
that  the  proposed  payment  rates  for  CPT 
codes  64408,  64410,  and  64412  are 
excessive  because  these  codes  were 
proposed  to  be  paid  at  the  same  level  as 
epidural  and  neuroljdic  injections.  The 
commenter  objected  to  neurolytic 
epidural  injections  receiving  less 
payment  than  the  payment  proposed  for 
these  services.  The  commenter  did  not 
identify  the  CPT  codes  of  concern. 

Response:  We  proposed  to  assign  CPT 
codes  64408,  64410,  and  64412  to  APC 
0207  based  on  what  our  clinicians 
believe  to  be  clinical  similarity  with 
other  procedures  in  APC  0207  and 
because  these  procedures  have  median 
costs  that  are  similar  to  the  median  costs 
of  other  procedures  in  APC  0207.  We 
continue  to  believe  that  these  APC 
assignments  are  correct  and  are 
finalizing  the  proposed  assignments.  We 
are  unable  to  compare  the  clinical 
characteristics  of  the  services  without 
knowing  the  specific  CPT  codes  of  the 
epidural  and  neurolytic  injections  of 
concern  to  the  commenter. 

Comment:  One  commenter  objected  to 
the  proposed  reassignment  of  CPT  code 
62319  from  APC  0207  to  APC  0203.  The 
commenter  believed  this  proposed 
reassignment  would  result  in  excessive 
payment  for  CPT  code  62319. 

Response:  CPT  code  62319  is  assigned 
to  APC  0207  for  CY  2010,  with  a 
national  unadjusted  payment  rate  of 
approximately  $485.  We  proposed  to 
reassign  CPT  code  62319  from  APC 
0207  to  APC  0203  because  the  proposed 
rule  median  cost  for  CPT  code  &2319 
was  approximately  $887  and,  therefore, 
was  far  more  similar  to  the  proposed 
rule  median  cost  of  approximately  $926 
for  APC  0203  than  it  was  similar  to  the 


proposed  rule  median  cost  of 
approximately  $537  for  APC  0207.  In 
the  final  rule  claims  data,  the  median 
cost  for  CPT  code  62319,  which  is 
approximately  $801,  continues  to  be 
more  similar  to  the  median  cost  of 
approximately  $872  for  APC  0203  than 
to  the  median  cost  of  approximately 
$517  for  APC  0207.  Therefore,  we  are 
assigning  CPT  code  62319  to  APC  0203 
for  CY  2011  as  we  proposed. 

Comment:  One  commenter  objected  to 
the  proposed  reduction  in  payment  for 
CPT  code  64626  from  $908.40  for  CY 

2010  to  $527.12  for  CY  2011.  The 
commenter  believed  that  the  proposed 
reduction  results  from  a  reassignment  of 
the  code  to  a  new  category. 

Response:  CPT  code  64626  is  assigned 
to  APC  0207  for  CY  2010  and  the 
national  unadjusted  payment  rate  is 
approximately  $485.  For  CY  2011,  we 
did  not  propose  to  reassign  CPT  code 
64626  as  the  commenter  believed.  For 
CY  2011,  we  proposed  to  continue  to 
assign  CPT  code  64626  to  APC  0207,  for 
which  we  proposed  a  national 
unadjusted  payment  rate  of 
approximately  $527.  Based  on  our 
analysis  of  final  rule  claims  data,  we  are 
continuing  to  assign  CPT  code  64626, 
which  has  a  final  rule  median  cost  of 
approximately  $915,  to  APC  0207, 
which  has  a  final  rule  median  cost  of 
approximately  $517.  We  continue  to 
believe  that  CPT  code  64626  is 
clinically  similar  and  requires  resources 
similar  to  the  other  codes  that  are 
assigned  to  APC  0207.  We  note  that 
there  are  no  2  times  violations  in  APC 
0207. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposals, 
without  modification,  to  pay  for  CPT 
codes  64491, 64492,  64493,  64494, 
64480, 64484, 64623,  64627,  72285, 
72295, 64408,  64410,  64412,  62318, 
62319,  and  64626  through  APCs  0203, 
0204,  0206,  0207,  and  0388,  as  shown 
in  Table  24  above.  APG  0203  has  a  CY 

2011  final  rule  median  cost  of 
approximately  $872,  APC  0204  has  a  CY 
2011  final  rule  median  cost  of 
approximately  $182,  APC  0206  has  a  CY 
2011  final  rule  median  cost  of 
approximately  $265,  APC  0207  has  a  CY 
2011  final  rule  median  cost  of 
approximataly  $517,  and  APC  0388  has 
a  CY  2011  final  rule  median  cost  of 
approximately  $1,654.  We  are  finalizing 
our  proposed  assignment  of  CPT  code 
62273  to  APC  0207.  We  also  are 
finalizing  our  proposed  reassignment  of 
CPT  code  62319  from  APC  0207  to  APC 
0203,  and  we  are  continuing  to  assign 
CPT  code  64626  to  APC  0207. 
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b.  Revision/Removal  of  Neurostimulator 
Electrodes  (APC  0687) 

For  CY  2011,  we  proposed  to  continue 
to  assign  CPT  codes  63661  (Removal  of 
spinal  neurostimulator  electrode 
percutaneous  array (s),  including 
fluoroscopy,  when  performed),  63662 
(Removal  of  spinal  neurostimulator 
electrode  plate/paddle(s)  placed  via 
laminotomy  or  laminectomy,  including 
fluoroscopy,  when  performed),  63663 
(Revision,  including  replaceinent,  when 
performed,  of  spinal  neurostimulator 
electrode  percutaneous  array (s), 
including  fluoroscopy,  when 
performed),  and  63664  (Revision, 
including  replacement,  when  ‘ 
performed,  of  spinal  neurostimulator 
electrode  plate/paddle(s)  placed  via 
laminotomy  or  laminectomy,  including 
fluoroscopy,  when  performed)  to  APC 
0687  (Revision/Removal  of 
Neurostimulator  Electrodes),  for  which 
we  proposed  a  CY  2011  median  cost  of 
approximately  $1,527.  For  CY  2010, 
these  CPT  codes  were  assigned  to  APC 
0687,  which  has  a  CY  2010  national 
unadjusted  payment  rate  of 
approximately  $1,324.  These  new  codes 
were  created  effective  for  services 
performed  on  or  after  January  1,  2010, 
when  the  AMA  CPT  Editorial  Board 
deleted  CPT  code  63660  (Revision  or 
removal  of  spinal  neurostimulator 
electrode  percutaneous  array(s)  or  plate/ 
paddle(s))  and  created  new  CPT  codes 
63661,  63662,  63663,  and  63664  to. 
differentiate  between  revision  and 
removal  procedures,  and  to  also 
differentiate  between  percutaneous 
leads  (arrays)  and  surgical  leads  (plates/ 
paddles).  In  accordance  with  our 
standard  policy,  w^e  indicated  in 
Addendum  B  of  the  CY  2010  final  rule 
that  the  APC  assignments  for  these  new 
CPT  codes  for  CY  2010  were  new 
interim  APC  assignments  by  showing 
comment  indicator  “NI”  for  each  new 
code,  and  we  accepted  public  comment 
on  them.  We  received  public  comments 
both  in  response  to  the  CY  2010  final 
rule  interim  APC  assignment  and  in 
response  to  our  CY  2011  proposal  to 
continue  to  assign  the  new  codes  to  APC 
0687.  We  have  incorporated  the  CY 
2010  final  rule  comments  and  responses 
into  the  summary  of  the  comments  and 
responses  on  our  proposal  to  continue 
to  assign  the  new  codes  to  APC  0687  for 
CY2011. 

Comment:  Commenters  supported  the 
placement  of  CPT  codes  63661  and 
63662  in  APC  0687.  However,  they 
objected  to  the  placement  of  CPT  codes 
63664  and  63665  in  APC  0687  because, 
they  stated,  these  codes  are  used  to 
report  both  revision  and  replacement  of 
neurostimulator  electrodes.  The 


commenters  believed  that  hospital 
resources  are  substantially  greater  when 
neurostimulator  electrodes  are  being 
replaced  rather  than  revised.  They  asked 
that  CMS  create  and  require  hospitals  to 
use  four  new  Level  II  alpha  numeric 
codes  to  report  these  services  in  place 
of  the  CPT  codes.  Specifically,  they 
asked  that  CMS  create*Level  II  alpha 
numeric  HCPCS  codes  for  (1)  Revision 
of  spinal  neurostimulator  electrode 
percutaneous  arrays;  (2)  Revision  of 
spinal  neurostimualtor  electrode  plate/ 
paddle  arrays;  (3)  Replacement  of  spinal 
neuro.stimulator  electrode  percutaneous 
arrays;  and  (4)  Replacement  of  spinal 
neurostimulator  electrode  plate/paddle 
arrays.  They  stated  that  CMS  could 
continue  to  assign  the  two  new^  HCPCS 
codes  for  revision  of  electrodes  to  APC 
0687,  which  has  a  CY  2010  national 
unadjusted  payment  rate  of 
approximately  $1,324.  However,  the 
commenters  suggested  stated  that  CMS 
assign  the  new  HCPCS  codes  for 
replacement  of  percutaneous  electrodes 
to  device-dependent  APC  0040 
(Percutaneous  Implantation  of 
Neurostimulator  Electrodes),  which  has 
a  CY  2010  national  unadjusted  payment 
rate  of  approximately  $4,429.  They  also 
suggested  that  CMS  assign  the  new 
HCPCS  codes  for  replacement  of  plate/ 
paddle  electrodes  to  device  dependent 
APC  0061  (Laminectomy,  Laproscopy. 
or  Incision  for  Implantation  of 
Neurostimulator  Electrodes),  which  has 
a  CY  2010  national  unadjusted  payment 
rate  of  approximately  $5,832.  The 
commenters  believed  that  the  creation 
of  the  tw'o  Level  II  alpha  numeric 
HCPCS  codes  for  replacement  of  the 
neurostimulator  electrode  devices  and 
their  assignment  to  device-dependent 
APCs  0040  and  0061  are  necessary  to 
ensure  that  hospitals  are  paid 
appropriately  for  the  cost  of  the 
electrodes  that  are  inserted  during  a 
replacement  procedure.  One  commenter 
stated  that  an  analysis  of  the  registration 
information  it  maintains  on  individual 
patients,  products,  and  associated 
procedures  from  June  2004  to  April 
2010  shows  that  343  lead  revisions 
would  currently  fall  into  CPT  code 
63663  or  63664.  The  commenter  further 
stated  that,  of  these  343  cases,  22 
percent  were  revised  without  a  device 
while  78  percent  were  revised  with 
replacement  of  a  device  (the  commenter 
provided  aggregate  information  across 
both  CPT  codes).  The  commenter 
indicated  that  its  data  support  the  need 
to  create  the  new  Level  II  alpha  numeric 
HCPCS  codes  and  to  assign  the  codes  for 
neurostimulator  electrode  replacement 
to  APCs  0040  and  0061.  The  commenter 
stated  that  CMS  has  created  Level  II 


alpha  numeric  HCPCS  codes  for  the 
same  reason  in  the  past  and,  therefore, 
has  a  precedent  for  creating  the  Level  II 
alpha  numeric  HCPCS  codes  as  the 
commenter  requested. 

Response:  For  CY  2011,  we  are 
assigning  CPT  codes  63661,  63662, 
63663,  and  63664  to  APC  0687  as  we 
proposed,  with  a  CY  2011  final  rule 
median  cost  of  approximately  $1,480. 

We  do  not  have  CY  2009  claims  data  on 
the  cost  of  these  codes  upon  which  to 
make  an  assessment  of  whether  there  is 
a  meaningful  difference  between  the 
cost  of  revising  the  electrodes  or 
replacing  them.  Therefore,  we  are  not 
convinced  by  the  commenters  that  the 
use  of  the  CPT  codes  for  these  services 
and  the  assignment  of  the  codes  for 
revision/replacement  of  neurostimulator 
electrodes  to  APC  0687  are 
inappropriate.  Further,  the  OPPS  is  a 
payment  system  of  averages  in  which 
the  payment  for  a  service  is  based  on  the 
estimated  relative  cost  of  the  service, 
including  a  range  of  supply  and  other 
input  costs,  as  w’^ell  as  other  services  in 
the  same  APC  that  are  comparable  in 
resource  cost  and  clinical  homogeneity. 
We  expect  that  hospital  charges  for  a 
service,  which  are  derived  from  the  cost 
of  a  service,  can  vary  across  individual 
patients.  Therefore,  we  expect 
variability  in  the  estimated  cost  of  a 
service,  across  cases  in  a  hospital  and 
among  hospitals,  to  be  reflected  at  some 
level  in  the  final  APC  relative  payment 
weight.  Further,  hospitals  frequently 
advise  us  that  when  we  create  and 
require  that  they  report  Level  II  alpha 
numeric  HCPCS  codes  to  report  services 
for  which  CPT  codes  exist,  it  imposes  a 
significant  and  costly  administrative 
burden  on  them.  Hence,  we  prefer  not 
to  create  Level  II  alpha  numeric  codes 
unless  there  is  a  strong  need  to  do  so  to 
administer  the  Medicare  program, 
particularly  when  there  are  CPT  codes 
that  can  be  used  to  accurately  report  the 
service.  However,  we  will  examine 
estimated  costs  for  these  four  new  CPT 
codes  in  the  CY  2010  claims  data  we 
will  use  to  model  the  CY  2012  proposed 
rule  when  that  data  are  available. 

After  carefully  considering  the  public 
comments  we  received  in  response  to 
the  CY  2010  final  rule  with  comment 
period  and  the  CY  2011  proposed  rule, 
we  are  continuing  to  assign  CPT  codes 
63661,  63662,  63663,  and  63664  to  APC 
0687,  with  a  CY  2011  final  rule  median 
cost  of  approximately  $1,480. 
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5.  Radiation  Therapy  Services 

a.  Stereotactic  Radiosurgery  (SRS) 
Treatment  Delivery  Services  (APCs 
0065,  0066,  0067,  and  0127) 

For  CY  2011,  we  proposed  to  continue 
to  assign  CPT  code  77371  (Radiation 
treatment  delivery,  stereotactic 
radiosurgery  (SRS),  complete  course  of 
treatment  of  cranial  lesion(s)  (;onsisting 
of  1  session:  multi-source  Cobalt  60 
based)  to  APC  0127  (Level  IV 
Stereotactic  Radiosurgery,  MRgFUS,  and 
MEG),  with  a  proposed  payment  rate  of 
approximately  $7,221. 

We  also  proposed  to  continue  to 
recognize  four  existing  HCPCS  G-codes 
that  describe  linear  accelerator-based 
SRS  treatment  delivery  services  for 
separate  payment  in  CY  2011. 
Specifically,  we  proposed  the  following: 
to  assign  HCPCS  code  GO  173  (Linear 
accelerator  based  stereotactic 
radiosurgery,  complete  course  of 
therapy  in  one  session)  and  HCPCS  code 
G0339  (Image-guided  robotic  linear 
accelerator-based  stereotactic 
radiosurgery,  complete  course  of 
therapy  in  one  session  or  first  session  of 
fractionated  treatment)  to  APC  0067 
(Level  III  Stereotactic  Radiosurgery, 
MRgFUS,  and  MEG),  with  a  proposed 
payment  rate  of  approximately  $3,414: 
to  assign  HCPCS  code  G0251  (Linear 
accelerator-based  stereotactic 
radiosurgery,  delivery  including 
collimator  changes  and  custom 
plugging,  fractionated  treatment,  all 
lesions,  per  session,  maximum  five 
sessions  per  course  of  treatment)  to  APC 
0065  (Level  I  Stereotactic  Radiosurgery, 
MRgFUS,  and  MEG),  with  a  proposed 
payment  rate  of  approximately  $960: 
and  to  assign  HCPCS  code  G0340 
(Image-guided  robotic  linear  accelerator- 
based  stereotactic  radiosurgery,  delivery 
including  collimator  changes  and 
custom  plugging,  fractionated  treatment, 
all  lesions,  per  session,  secpnd  through 
fifth  sessions,  maximum  five  sessions 
per  course  of  treatment)  to  APC  0066 
(Level  II  Stereotactic  Radiosurgery, 
MRgFUS,  and  MEG),  with  a  proposed 
payment  rate  of  approximately  $2,517. 

Further,  we  proposed  to  continue  to 
assign  SRS  CPT  codes  77372  (Radiation 
treatment  delivery,  stereotactic 
radiosurgery  (SRS)  (complete  course  of 
treatment  of  cerebral  lesion(s)  consisting 
of  1  session):  linear  accelerator  based) 
and  77373  (Stereotactic  body  radiation 
therapy,  treatment  delivery,  per  fraction 
to  1  or  more  lesions,  including  image 
guidance,  entire  course  not  to  exceed  5 
fractions)  status  indicator  “B”  (Codes 
that  are  not  recognized  by  OPPS  when 
submitted  on  an  outpatient  hospital  Part 
B  bill  type  (12x  and  13x))  under  the 


OPPS,  to  indicate  that  these  CPT  codes 
are  not  payable  under  the  OPPS. 

Comment:  One  commenter  urged 
CMS  to  reevaluate  the  APC  assignments 
for  the  linear  accelerator-based  (LINAC) 
and  robotic  Cobalt-60  based  stereotactic 
radiosurgery  (r-SRS)  HCPCS  codes, 
given  the  recent  introduction  of  a 
frameless  Cobalt-60  system  that  can  be 
us?(d  to  deliver  treatments  in  multiple 
sessions.  The  commenter  stated  that  no 
clinical  data  exist  to  support  the  need 
for  differential  payments  for  LINAC- 
based  and  Cobalt-60  r-SRS  procedures. 
The  commenter  further  explained  that 
current  medical  literature  cites  no 
difference  in  clinical  effectiveness  for 
one  system  over  another,  and  stated  that 
treatment  with  a  Cobalt-60  system, 
when  compared  to  LlNAC-based  system, 
does  not  lead  to  superior  outcomes.  The 
commenter  recommended  that  CMvS 
assign  HCPCS  code  G0369  and  CPT 
code  77371  to  the  same  APC,  thereby 
establishing  payment  parity  for  the 
complete  course  of  treatment  for 
intracranial  and  other  head  and  neck  r- 
SRS,  regardless  of  equipment,  energy 
source,  or  whether  a  frame  is  used  in  the 
procedure.  In  addition,  the  commenter 
argued  that  this  APC  reevaluation  is 
necessary  to  protect  the  Medicare 
program  and  beneficiaries  from 
excessive  costs  associated  with  Cobalt- 
60  system,  when  both  the  LINAC-based 
and  Cobalt-60  systems  are  similar  in 
clinical  homogeneity  and  resource  costs. 

Response:  We  disagree  with  the 
comment’s  argument  that  the  LINAC- 
based  and  Cobalt-60  based  systems  have 
similar  resource  costs.  For  the  past 
several  years,  we  have  seen  resource 
differences  based  on  the  median  costs 
for  the  LINAC-based  and  Cobalt-60 
based  sy.stems,  and  analysis  of  our 
claims  data  show  that  the  median  costs 
for  LINAC-based  and  Cobalt-60  SRS 
procedures  vary  significantly.  Since  CY 
2007,  when  CPT  code  77371  became 
effective,  our  claims  data  have  shown 
consistently  a  median  cost  of  more  than 
$7,000  for  the  service  associated  with 
the  Cobalt-60  system,  which  is  higher 
than  the  median  cost  of  approximately 
$3,500  for  the  LINAC-based  system 
(described  by  HCPCS  G-code  G0339). 

Analysis  of  the  updated  CY  2009 
claims  data  used  for  this  final  rule  with 
comment  period  indicates  that  the  code¬ 
specific  median  costs  for  the  LINAC- 
based  and  Cobalt-60  systems  continue  to 
vary.  Our  updated  claims  data  on  the 
hospital  outpatient  claims  available  for 
CY  2011  ratesetting  show  a  median  cost 
of  approximately  $7,580  for  CPT  code 
77371  based  on  529  single  claims  (out 
of  a  total  of  4,336  claims),  w'hich  is 
significantly  higher  than  the  median 
costs  associated  with  HCPCS  codes 


G0173,  G0251,  G0339.  and  G0340. 
Specifically,  our  claims  data  indicate  a 
median  cost  of  approximately  $2,960  for 
HCPCS  code  G0173  based  on  627  single 
claims  (out  of  a  total  of  1,460  claims), 
a  median  cost  of  approximately  $964  for 
HCPCS  code  C0251  based  on  7,005 
single  claims  (out  of  a  total  of  7,739 
claims),  a  median  cost  of  approximately 
$3,510  for  HCPCS  code  G0339  based  on 
5,762  single  claims  (out  of  a  total  of 
7,735  claims),  and  a  median  cost  of 
approximately  $2,478  for  HCPCS  code 
G0340  based  on  18,539  single  claims 
(out  of  a  total  of  18,713  claims).  Because 
the  median  costs  of  HCPCS  code  G0339 
and  CPT  code  77371  vary  significantly, 
we  do  not  believe  it  would  be 
appropriate  to  provide  OPPS  payment 
through  a  single  APC  for  these  r-SRS 
treatment  delivery  services  in  CY  2011. 
We  continue  to  believe  that  APC  0127 
is  an  appropriate  APC  assignment  for 
CPT  code  77371,  and,  similarly,  that 
APC  0067  is  an  appropriate  APC 
assignment  for  HCPCS  code  C0339 
based  on  consideration  of  the  clinical 
characteristics  associated  with  these 
procedures  and  based  on  the  median 
costs  for  these  services  calculated  from 
the  most  recently  available  hospital 
outpatient  claims  and  cost  report  data. 
Consistent  with  our  current  policy  to 
annually  assess  the  appropriateness  of 
the  APC  assignments  for  all  services 
under  the  hospital  OPPS,  we  will 
continue  to  monitor  our  claims  data  for 
the  SRS  treatment  delivery  services  in 
the  future. 

As  we  have  stated  in  the  past  (74  FR 
60456),  the  OPPS  is  a  prospective 
payment  system,  where  APC  payment 
rates  are  based  on  the  relative  costs  of 
services  as  reported  to  us  by  hospitals 
according  to  the  most  recent  claims  and 
cost  report  data  as  described  in  section 
II.A.  of  this  final  rule  with  comment 
period.  The  2  times  rule  specifies  that 
the  median  cost  of  the  highest  cost  item 
or  service  within  a  payment  group  may 
be  no  more  than  2  times  greater  than  the 
median  cost  of  the  lowest  cost  item  or 
service  within  the  same  group.  Based  on 
the  2  times  rule,  HCPCS  code  G0339 
and  CPT  code  77371  could  not  be 
assigned  to  the  same  APC  and,  because 
hospitals  continue  to  report  very 
different  costs  for  these  services,  we 
believe  it  is  appropriate  to  maintain 
their  assignments  to  different  payment 
groups  for  CY  2011.  As  a  matter  of 
payment  policy,  the  OPPS  does  not  set 
payment  rates  for  services  based  on 
considerations  of  clinical  effectiveness. 
Furthermore,  in  accordance  with  the 
statute,  we  budget  neutralize  the  OPPS 
each  year  in  the  annual  update  so  that 
projected  changes  in  spending  for 
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certain  services  are  redistributed  to 
payment  for  other  services. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposals, 
without  modification,  to  continue  to 
assign  CPT  code  77371  to  APC  0127, 
which  has  a  final  CY  2011  APC  median 
cost  of  approximately  $7,580,  and  to 
continue  to  assign  HCPCS  code  G0339 
to  APC  0067,  which  has  a  final  CY  2011 
APC  median  cost  of  approximately 
$3,372. 

Comment:  One  commenter 
recommended  that  CMS  redefine 
HCPCS  G-code  G0340  to  include 
subsequent  fractions  delivered  with 
both  robotic  LINAC-based  and  Cobalt-60 
based  systems  because  r-SRS  can  now 
be  performed  with  the  Cobalt-60  system 
based  over  2  to  5  fractions. 

Response:  Earlier  this  year,  we  met 
with  stakeholders  to  discuss  this  topic, 
particularly. with  respect  to  the  OPPS 
payment  assignment  of  the  LINAC- 
based  and  Cobalt-60  SRS  procedures.  At 
this  meeting  we  were  informed  of  recent 
technological  developments  that  existed 
in  Europe  that  utilizes  the  Cobalt-60 
systems  to  deliver  treatments  over 
multiple  fractions.  We  were  informed 
that,  while  the  technology  currently 
exists  in  Europe,  it  would  eventually 
migrate  to  the  United  States.  Because 
only  one  CPT  code  exists  currently  that 
describes  a  procedure  that  utilizes  a 
Cobalt-60  system,  we  believe  that 
stakeholders  would  seek  guidance  from 
the  AMA  CPT  Editorial  Panel  on  the 
appropriate  reporting  of  this  service  if  it 
is  being  provided  in  the  United  States 
in  a  manner  that  makes  the  current  CPT 
coding  insufficient  or  inappropriate. 
Specifically,  CPT  code  77371  is  defined 
as  “Radiation  treatment  delivery, 
stereotactic  radiosurgery  (SRS), 
complete  course  of  treatment  of  cranial 
lesion(s)  consisting  of  1  session;  multi¬ 
source  Cobalt  OO.based,”  and  does  not 
describe  a  Cobalt-60  based  multi - 
fraction  service. 

We  believe  that  HCPCS  G-code  G0340 
appropriately  describes  the  service 
associated  with  a  LINAC-based  system 
that  is  delivered  in  multiple  fractions. 
We  do  not  agree  that  there  is  a 
programmatic  need  to  modify  the 
descriptor  for  HCPCS  G-code  G0340  due 
to  potential  changes  in  the  Cobalt-60 
system.  We  remind  hospitals  that 
HCPCS  code  G0340  describes  a  multi¬ 
fraction  treatment  delivery  that  utilizes 
a  LINAC-based  SRS  technology. 

Comment:  One  Commenter  requested 
that  CMS  finalize  the  proposed  APC  and 
status  indicator  assignments  for  HCPCS 
codes  G0173,  G0251,  G0339,  and  G0340 
for  CY  2011  and  the  proposed 
assignment  of  status  indicator  “B”  to 


CPT  codes  77372  and  77373.  The 
commenter  also  recommended  that  CMS 
revise  the  code  descriptors  for  HCPCS 
code  G0173,  G0251,  G0339,  and  G0340 
to  distinguish  between  robotic  and  non- 
robotic  gantry-based  SRS  systems.  Based 
on  analysis  of  claims  data  for  HCPCS 
codes  G0339  and  G0340,  the  commenter 
found  that  33  percent  of  the  claims 
submitted  during  CY  2009  were  paid  to 
hospitals  without  image-guided  robotic 
SRS  systems.  The  commenter  suggested 
specific  code  descriptor  changes  for  the 
four  HCPCS  G-codes  to  ensure 
submission  of  correctly  coded  claims. 
Alternatively,  the  commenter  requested 
that  CMS  provide  guidance  on  the 
reporting  of  the  existing  SRS  HCPCS 
G-codes  if  no  change  is  made  to  the 
HCPCS  code  descriptors. 

Response:  These  HCPCS  G-codes  for 
SRS  have  been  in  effect  for  several  years 
and,  based  on  questions  brought  to  our 
attention  by  hospitals,  we  have  no 
reason  to  believe  that  hospitals  are 
confused  about  the  reporting  of  these 
codes.  Moreover,  based  on  our  analysis 
of  the  hospital  outpatient  claims  data 
that  we  use  for  ratesetting,  we  see 
resource  differences  reflected  in  the 
median  costs  of  the  four  HCPCS  G-codes 
that  are  reasonably  consistent  with  our 
expectations  for  different  median  costs 
for  the  services  based  on  the  current 
code  descriptors.  We  believe  it  would  be 
confusing  to  hospitals  if  we  were  to 
revise  the  code  descriptors  for  HCPCS 
codes  G0173,  G0251,  G0339,  and  G0340 
at  this  point  in  time  and  could  lead  to 
instability  in  our  median  costs  and 
inaccurate  payments  for  some  services. 
Therefore,  we  believe  that  modifying  the 
G-code  descriptors  is  not  necessary  for 
us  to  continue  to  provide  appropriate 
payment  for  the  services  they  describe. 
Further,  we  have  provided  instruction 
on  the  reporting  of  these  SRS  codes  in 
Chapter  4,  Section  200.3  of  the  Medicare 
Claims  Processing  Manual  of  the 
Internet-Only  Manual. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposals, 
without  modification,  to  maintain  the 
existing  CY  2010  APC  assignments  for 
the  SRS  HCPCS  codes  for  CY  2011. 
Specifically,  we  are  continuing  to  assign 
HCPCS  G-codes  G0173  and  G0339  to 
APC  0067,  which  has  a  final  CY  2011 
APC  median  cost  of  approximately 
$3,372;  HCPCS  G-code  G0251  to  APC 
0065,  which  has  a  final  CY  2011  APC 
median  cost  of  approximately  $967; 
HCPCS  G-code  G0340  to  AEG  0066, 
which  has  a  final  CY  2011  APC  median 
cost  of  approximately  $2,478;  and  CPT 
code  77371  to  APC  0127,  which  has  a 
final  CY  2011  APC  median  cost  of 
approximately  $7,580.  In  addition,  we 


are  finalizing  our  proposals,  without 
modification,  to  continue  to  assign  CPT 
codes  77372  and  77373  to  status 
indicator  “B”  under  the  OPPS. 

b.  Proton  Beam  Therapy  (APCs  0664 
and  0667) 

For  CY  2011,  we  proposed  to  continue 
to  assign  CPT  codes  77520  (Proton 
treatment  delivery;  simple,  without 
compensation)  and  77522  (Proton 
treatment  delivery;  simple,  with 
compensation)  to  APC  0664  (Level  I 
Proton  Beam  Radiation  Therapy),  which 
had  a  proposed  payment  rate  of 
approximately  $902.  We  also  proposed 
to  continue  to  assign  CPT  codes  77523 
(Proton  treatment  delivery; 
intermediate)  and  77525  (Profon 
treatment  delivery;  complex)  to  APC 
0667  (Level  II  Proton  Beam  Radiation 
Therapy),  which  had  a  proposed 
payment  rate  of  approximately  $1,180. 

Comment:  Several  commenters 
supported  the  proposed  payments  for 
the  proton  beam  treatment  CPT  codes. 
However,  one  commenter  expressed 
concern  over  the  proposed  payment 
rates  and  requested  an  explanation  on 
the  fluctuation  in  payments  for  CPT 
codes  77520,  77522,  77523,  and  77525 
for  the  past  6  years,  which  the 
commenter  displayed  in  a  submitted 
table. 

Another  commenter  expressed 
concern  with  the  reduction  in  the 
relative  weights  for  APCs  0664  and 
0667.  The  commenter  indicated  that  it 
understood  that  APC  0664  is  exempt 
from  the  2  times  rule  violation  based  on 
the  list  of  APCs  that  appeared  in  Table 
16  of  the  CY  2011  OPPS/ASC  proposed 
rule,  but  stated  that  the  decrease  in  the 
relative  weights  would  result  in 
decreased  payments  for  these  four  CPT 
codes. 

Response:  In  accordance  with  section 
1833(t)(2)(B)  of  the  Act  and  §  419.31  of 
the  regulations,  we  annually  review  the 
items  and  services  within  an  APC  group 
to  determine,  with  respect  to 
comparability  of  the  use  of  resources 
and  clinical  homogeneity.  The  payment 
rates,  including  the  relative  weights,  set 
annually  for  these  services  are  based  on 
review  of  the  claims  data  used  for' 
ratesetting.  For  the  CY  2011  update,  the 
payment  rates  for  APCs  0664  and  0667 
are  based  on  data  from  claims  submitted 
during  CY  2009  according  to  the 
standard  OPPS  ratesetting  methodology. 
Specifically,  we  used  11,963  single 
claims  (out  of  12,995  total  claims)  from 
CY  2011  proposed  rule  claims  data  (and 
we  used  11,963  single  claims  (out  of 
12,995  total  claims)  from  CY  2011  final  - 
rule  claims  data)  to  calculate  the  median 
cost  upon  which  the  CY  2011  payment 
rate  for  APC  0664  is  based.  In  addition. 
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we  used  2,799  single  claims  (out  of 
3,081  total  claims)  from  CY  2011 
proposed  rule  claims  data  (and  we  used 
2,799  single  claims  (out  of  3,081  total 
claims]  from  CY  2011  final  rule  claims 
data)  to  calculate  the  median  cost  for 
ARC  0667. 

For  CY  2011,  we  are  setting  the  final 
payment  rate  for  proton  beam  therapy 
based  on  median  costs  of  approximately 
$1,021  for  APC  0664  and  approximately 
$1,335  for  APC  0667.  These  median 
costs  result  in  modest  declines  in  the 
final  CY  2011  payment  rates  for  proton 
beam  therapy  compared  to  the  CY  2010 
final  payment  rates.  We  note  that  our 
cost-finding  methodology  is  based  on 
reducing  each  hospital’s  charge  for  its 
services  to  an  estimated  cost  by 
applying  the  most  discrete  hospital- 
specific  CCR  available  for  the  hospital , 
that  submitted  the  claim.  Hence,  it  is  the 
hospital’s  claims  and  cost  reports  that 
determine  the  estimated  costs  that  are 
used  to  calculate  the  median  cost  for 
each  service  and,  when  aggregated  into 
APC  groups,  the  hospital  data  are  used 
to  calculate  the  median  cost  for  the  APC 
on  which  the  APC  payment  rate  is 
based. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  pay  for  proton 
beam  therapy  through  APCs  0664  and 
0667,  with  payment  rates  based  upon 
the  most  current  claims  and  cost  report 
data  for  these  services.  Specifically,  we 
will  continue  to  assign  CPT  codes  77520 
and  77522  to  APC  0664,  with  a  final  CY 
2011  APC  median  cost  of  approximately 
$1,021,  and  CPT  codes  77523  and  77525 
to  APC  0667,  with  a  final  CY  2011  APC 
median  cost  of  approximately  $1,335. 

c.  Device  Construction  for  Intensity 
Modulated  Radiation  Therapy  (APC 
0303) 

For  CY  2011,  we  proposed  to  continue 
to  assign  CPT  code  77338  (Multi-leaf 
collimator  (MLC)  device(s)  for  intensity 
modulated  radiation  therapy  (IMRT), 
design  and  construction  per  IMRT  plan) 
to  APC  0303  (Treatment  Device 
Construction),  with  a  proposed  payment 
rate  of  approximately  $198.  CPT  code 
77338  is  a  new  code  for  CY  2010  and, 
therefore,  there  are  no  claims  for  it  in 
the  CY  2009  claims  data  on  which  we 
are  basing  the  CY  2011  OPPS  payment 
rates.  In  CY  2009,  the  services 
represented  by  CPT  code  77338  were 
reported  using  CPT  code  77334 
(Treatment  devices,  design  and 
construction;  complex  (irregular  blocks, 
special  shields,  compensators,  wedges, 
molds  or  casts)).  For  CY  2010,  CPT  code 
77338  is  assigned  to  APC  0303,  the  same 
APC  to  which  CMS  assigned  CPT  code-  > 


77334.  The  CY  2010  OPPS  payment  rate 
for  APC  0303  is  approximately  $191. 

Comment:  Commenters  objected  to 
the  assignment  of  CPT  code  77338  to 
APC  0303  for  CY  2010  and  to  the 
proposal  to  continue  to  assign  CPT  code 
77338  to  APC  0303  for  CY  2011.  The 
commenters  stated  that  CPT  code  77338 
is  used  to  report  all  devices  that  are 
necessary  for  an  intensive  modulated 
radiation  therapy  (IMRT)  treatment  and 
that  a  typical  treatment  requires  3  to  9 
devices,  whereas  CPT  code  77334  is 
u.sed  to  report  a  single  device. 

Therefore,  the  commenters  believed  that 
the  payment  for  one  unit'of  77338 
should  not  be  paid  the  same  amount  as 
one  unit  of  CPT  code  77334.  The 
commenters  stated  that  there  are 
typically  two  courses  of  IMRT  treatment 
furnished  to  patients;  hence,  before  the 
creation  of  CPT  code  77338,  hospitals 
reported  and  were  paid  for  3  to  9  units 
of  CPT  code  77334  for  each  of  the  two 
treatments,  resulting  in  an  approximate 
total  payment  for  all  devices  required 
for  two  courses  of  treatment  ranging 
from  roughly  $1,500  to  $3,500.  The 
commenters  stated  that  assignment  of 
CPT  code  77338  to  the  same  APC  as 
CPT  code  77334  results  in  an 
inappropriate  reduction  in  payment  for 
the  creation  of  the  devices  that  are 
necessary  to  furnish  IMRT.  One 
commenter  asked  CMS  to  use  the  first 
6  months  of  CY  2010  claims  data,  which 
would  contain  charges  for  CPT  code 
77338,  to  establish  an  appropriate 
payment  rate  for  CPT  code  77338. 

Response:  Wle  examined  our  updated 
claims  data  to  determine  how  many 
units  of  CPT  code  77334  were  reported 
in  CY  2009  for  each  Medicare 
beneficiary  who  also  received  IMRT 
services.  We  found  that  the  median 
number  of  units  of  CPT  code  77334  that 
were  furnished  to  patients  who  received 
IMRT  in  CY  2009  was  eight.  This 
finding  is  consistent  with  the 
commenters’  statement  that  hospitals  • 
furnish  three  to  nine  devices  per  each  of 
two  IMRT  treatments  (a  range  of  6  to  18 
devices  across  two  treatments  in  a  year). 
We  then  developed  a  simulated  cost  for 
one  unit  of  CPT  code  77338  by  using  the 
frequency  information  we  acquired  from 
the  study  and  the  median  cost  of  one 
unit  of  CPT  code  77334.  We  assumed 
that  if  a  total  of  eight  devices  were 
typically  furnished  across  two 
treatments,  then  approximately  four 
devices  were  furnished  for  each 
treatment.  We  assumed  that  the  cost  of 
each  device  for  IMRT  would  be 
approximately  the  same  as  a  single  unit 
of  CPT  code  77334  because  one  unit  of 
CPT  code  77334  represents  one  device. 
CPT  code  77334  has  a  final  rule  median 
cost  of  approximately  $198.  Therefore, 


we  estimated  that  the  cost  of  the  devices 
that  would  be  reported  by  one  unit  of 
CPT  code  77338  would  be 
approximately  $792  (4  devices  at  an 
estimated  per  device  cost  of  $198  each). 
Using  this  hypothetical  cost  per  unit  for 
CPT  code  77338,  we  determined  that 
CPT  code  77338  would  most 
appropriately  be  assigned  to  APC  0310 
(Level  III  Therapeutic  Radiation 
Treatment  Preparation),  which  has  a 
final  rule  median  cost  of  approximately 
$917.  We  chose  not  to  use  our  estimated 
per  unit  cost  for  CPT  code  77338  in  the 
calculation  of  the  CY  2011  median  cost 
for  APC  0310  because  our  estimated  cost 
is  not  derived  from  claims  and  cost 
report  data  according  to  our  standard 
process,  and  because  we  made  several 
assumptions  modeling  a  representative 
cost,  such  as  whether  the  per  unit  cost 
for  CPT  code  77334  for  treatment 
devices  specific  to  IMRT  patients  was 
an  appropriate  proxy  for  the  cost  of  each 
of  the  multiple  devices,  all  of  which 
would  be  reported  by  one  unit  of  CPT 
code  77338.  Moreover,  we  did  not 
consider  the  other  option  that 
commenters  recommended,  using  CY 
2010  claims  data  to  calculate  a  median 
cost  for  CPT  code  77338,  because  costs 
estimated  from  CY  2010  claims  would 
not  be  consonant  with  costs  estimated 
from  claims  in  CY  2009.  Our  standard 
methodology  is  to  use  the  claims  from 
the  same  year  for  all  services  to  set  the 
relative  weights  for  payment  under  the 
OPPS.  We  believe  that  using  claims 
from  different  years  for  different 
services  has  the  potential  to  skew  the 
relativity  of  the  median  costs  on  which 
the  OPPS  relative  payment  weights  are 
based. 

After  consideration  of  the  public 
comments  we  received  and  examination 
of  updated  CY  2009  claims  data,  we  are 
reassigning  CPT  code  77338  from  APC 
0303  to  APC  0310  for  CY  2011.  For  CY 
2012  OPPS  ratesetting,  we  will  have 
claims  data  for  CPT  code  77338.  For  CY 
2012,  we  plan  to  use  our  standard  cost 
estimation  process  using  the  CY  2010 
claims  data  and  the  most  recent  cost 
report  data  to  establish  a  median  cost  for 
CPT  code  77338.  In  addition,  we  will 
assess  whether  placement  of  CPT  code 
77338  in  APC  03i0  remains  appropriate 
for  the  CY  2012  OPPS. 

d.  High  Dose  Rate  Brachytherapy  (APC 
0313) 

For  CY  2011,  we  proposed  to  include 
four  CPT  codes  in  APC  0313 
(Brachytherapy).  Specifically,  APC  0313 
would  contain  CPT  codes  77785 
(Remote  afterl'oading  high  dose  rate 
radionuclide  brachytherapy;  1  channel), 
77786  (Remote  afterloading  high  dose 
rate  radionuclide  brachytherapy;  2-12 
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channels),  77787  (Remote  afterloading 
high  dose  rate  radionuclide 
brachytherapy;  over  12  channels),  and 
0182T  (High  dose  rate  electronic 
brachytherapy,  per  fraction).  For  the  CY 
2011  OPPS,  the  proposed  APC  median 
cost  of  APC  0313  was  approxiniately 
$724. 

Comment:  One  commenter  objected  to 
the  proposed  payment  rate  of 
approximately  $724  for  APC  0313* 
because  it  would  be  a  reduction  in 
payment  firom  the  CY  2010  payment  rate 
of  $777.55.  The  commenter  questioned 
whether  there  was  an  error  in  the  data 
or  calculation  of  the  proposed  median 
cost  for  APC  0313.  The  commenter 
noted  that,  for  the  CY  2010  calculation 
of  the  median  cost  for  APC  0313, 
deleted  CPT  code  77784  (Remote 
afterloading  high  intensity 
brachytherapy;  over  12  source  positions 
or  catheters)  had  7,577  total  claims, 
while  currently  active  CPT  code  77787, 
which  the  commented  believes  is 
analogous  to  CPT  code  77784  in 
complexity,  had  only  1,899  CY.2010 
proposed  rule  total  claims.  The 
commenter  stated  that,  for  the  CY  2010 
OPPS,  deleted  CPT  code  77784,  the 
most  complex  level  of  high  intensity 
brachytherapy,  accounted  for  23.4 
percent  of  the  single  bills  used  to 
calculate  the  median  cost  for  APC  0313, 
while  the  most  analogous  currently 
active  code,  CPT  code  77787,  accounted 
for  only  4.4  percent  of  the  claims  used 
to  calculate  the  CY  2011  proposed 
median  cost.  The  commenter  suggested 
that  the  lower  percentage  of  single 
ft-equency  claims  for  CPT  code  77787, 
which  had  a  proposed  rule  median  cost 
of  approximately  $812,  resulted  in  a 
lower  median  cost  for  APC  0313.  The 
commenter  also  noted  that  less  than  half 
of  the  total  claims  were  used  for  CPT 
codes  77785  and  77786  in  the  proposed 
rule  median  cost  calculations.  The 
commenter  asked  that  CMS  check  for 
possible  errors  in  the  calculation  of  the 
median  cost  and  the  payment  rate  for 
APC  0313  and  that  CMS  closely  monitor 
this  APC. 

Response:  We  have  reviewed  the  CY 
2011  final  rule  claims  data  for  APC 
0313,  and  we  have  not  identified  flaws 
in  the  data  or  the  process  we  used  to 
calculate  the  median  cost  of  APC  0313. 
The  CY  2011  final  rule  median  cost  for 
APC  0313  is  approxirnately  $693,  and 
the  median  cost  for  CPT  code  77785  is 
approximately  $654  based  on  11,075 
single  bills  (out  of  a  total  frequency  of 
19,799  for  CPT  code  77785).  For  CPT 
code  77786,  the  median  is 
approximately  $748  based  on  4,164 
single  bills  (out  of  a  total  frequency  of 
9,421).  For  CPT  code  77787,  the  median 
cost  is  approximately  $811  based  on  687 


single  bills  (out  of  a  total  frequency  of 
2,149).  For  CPT  code  0182T,  the  median 
cost  is  approximately  $994  based  on  101 
single  bills  (out  of  a  total  firequency  of 
334). 

The  commenter  is  correct  that  the 
relative  weights  and  median  costs  of  the 
procedures  that  make  up  APC  0313 
influence  the  overall  APC  median  cost. 
However,  some  fluctuation  in  median 
costs  across  APCs  is  always  present  due 
to  changes  in  hospital  charging  practices 
and  costs.  In  addition,  the  CY  2011 
median  costs  are  based  on  CY  2009 
claims.  CPT  codes  77785,  77786,  and 
77787  were  new  for  CY  2009.  Therefore, 
the  charge  for  each  of  these  codes 
represents  a  charge  for  a  different 
combination  of  services  than  was  true 
for  the  charges  of  the  four  CY  2008 
predecessor  codes  on  which  the  median 
costs  for  the  CY  2010  OPPS  were  based. 
Hence,  it  is  not  cjear  to  us  that  the 
medians  from  CY  2010  (based  on 
charges  for  the  four-CY  2008 
predecessor  codes)  and  CY  2011  (based 
on  charges  for  the  first  year  for  the  new 
codes)  can  be  appropriately  compared. 
We  have  reviewed  the  claims  and  cost 
report  data  for  APC  0313,  and  have 
found  nothing  that  causes  us  to  believe 
that  the  median  costs  at  either  the  CPT 
code  or  APC  level  for  APC  0313  are 
flawed. 

After  consideration  of  the  public 
comments  we  received  and  analysis  of 
our  CY  2011  final  rule  claims  data,  we 
are  finalizing  our  proposal  to  base  the 
APC  0313  payment  rate  on  its  CY  2011 
final  rule  median  cost,  which  is 
approximately  $693. 

e.  Electronic  Brachytherapy  (APC  0313) 

The  AMA  CPT  Editorial  Panel  created 
CPT  code  0182T  (High  dose  rate 
electronic  brachytherapy,  per  fraction) 
effective  July  1,  2007.  We  assigned  CPT 
code  0182T  to  New  Technology  APC 
1519  fi-om  July  1,  2007  through 
December  31,  2010,  with  a  payment  rate 
of  $1,750.  For  CY  2010,  we  assigned 
CPT  code  0182T  to  APC  0313 
(Brachytherapy)  because  the  CY  2010 
OPPS  -final  rule  median  cost  for  CPT 
code  0182T  was  approximately  $506 
and  the  final  rule  median  cost  for  APC 
0313,  which  contained  services  that  we 
believed  were  clinically  similar,  was 
approximately  $770.  For  CY  2011,  we 
proposed  to  retain  CPT  code  0182T  in 
APC  0313,  with  a  proposed  payment 
rate  of  approximately  $710. 

Comment:  Several  commenters 
recommended  that  CPT  code  0182T  be 
removed  from  APC  0313  and  assigned 
its  own  APC.  The  commenters  stated 
there  are  significant  clinical  differences 
between  CPT  code  0182T  and  the 
remaining  three  high  dose  rate  (HDR) 


service  codes  in  APC  0313:  CPT  code 
77785  (Remote  afterloading  high  dose 
rate  radionuclide  brachytherapy,  1 
channel);  CPT  code  77786  (Remote 
afterloading  high  dose  rate  radionuclide 
brach>4herapy,  2-12  channels);  and  CPT 
code  77787  (Remote  afterloading  high 
dose  rate  radionuclide  brachytherapy, 
over  12  channels).  However,  the 
commenters  did  not  provide  a  clinical 
rationale  to  support  their  statement.  The 
commenters  further  stated  that  the  total 
payment  for  CPT  code  0182T  is 
dissimilar  to  the  total  payment  for  CPT 
codes  77785,  77786,  and''77787.  They 
stated  that  CPT  codes  77785,  77786,  and 
77787  arp  proposed  to  be  paid  both  the 
APC  0313  payment  rate,  plus  the 
payment  rate  for  the  separately  paid 
brachytherapy  source  code  Cl  71 7 
(Brachytherapy  source,  non-stranded. 
High  Dose  Rate  Iridium-192,  per 
source),  which  had  a  proposed  CY  2011 
payment  rate  of  approximately  $220, 
thereby  resulting  in  a  total  payment  of 
approximately  $949  for  these  codes.  In 
contrast,  the  commenters  stated  that 
CMS  does  not  allow  providers  to  report 
the  separate  costs  of  the  electronic 
brachytherapy  source,  but  instead 
proposed  to  pay  only  the  APC  0313 
national  unadjusted  payment  rate  of 
approximately  $710.  The  commenters 
believed  that  CMS  should  permit 
providers  to  capture  the  cost  of  the 
electronic  brachytherapy  source  by 
establishing  a  separate  APC  for  CPT 
code  0182T  based  on  the  median  cost  of 
CPT  code  0182T  alone. 

Response:  We  believe  the  clinical 
characteristics  of  high  dose  rate 
brachytherapy  and  electronic 
brachvtherapy  are  similar  because  both 
use  brachytherapy  to  treat  malignancies. 
Moreover,  we  do  not  agree  that  there  is 
a  need  for  an  additional  APC  specific  to 
electronic  brachytherapy  to  “capture  the 
cost  of  the  electronic  brachytherapy 
source”  because  there  is  no  separate 
source  in  the  case  of  electronic 
brachytherapy.  The  costs  of  electronic 
brachytherapy  are  included  in  the 
fractionated  costs  of  the  procedure. 

The  CY  2011  final  rule  median  cost 
for  CPT  code  0182T  of  approximately 
$994,  based  on  101  single  service 
claims,  falls  well  within  two  times  the 
APC  0313  median  cost.  The  CY  2011 
final  rule  APC  0313  median  is 
approximately  $693,  based  on  16,027 
single  bills  for  CPT  codes  77785,  77786, 
77787,  and  0182T,  which  are  assigned 
to  APC  0313.  We  believe  that  CPT  code 
0182T  is  appropriately  placed  in  APC 
0313  for  both  resource  and  clinical 
reasons,  as  discussed  above.  We  note 
that,  in  a  system  of  averages,  such  as  the 
OPPS,  we  expect  that  the  cost  of  some 
services  will  fall  above  the  APC  median 
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cost  and  that  the  cost  of  other  services 
will  fall  below  the  APC  median  cost. 

After  consideration  of  the  public 
comments  we  received  and  analysis  of 
the  CY  2011  OPPS  final  rule  claims 
data,  we  are  assigning  CPT  code  0182T 
to  APC  0313  for  CY  2011.  Based  on  the 
CY  2011  final  rule  claims  data,  we 
determined  a  median  cost  for  CPT  code 
0182T  of  approximately  $994  and  a 
median  cost  for  APC  0313  of 
approximately.  $693. 

f.  Tumor  Imaging  (APC  0406  and  0414) 

For  CY  2011,  we  proposed  to  assign 
CPT  codes  78805  (Radiopharmaceutical 
localization  of  inflammatory  process; 
limited  area)  and  78806 
(Radiopharmaceutical  localization  of 
inflammatory  process;  whole  body)  to 
APC  0414  (Level  II  Tumor/Infection 
Imaging),  with  a  proposed  rule  APC 
median  cost  of  approximately  $497.  We 
proposed  to  assign  CPT  code  78807 
(Radiopharmaceutical  localization  of 
inflammatory  process;  tomographic 
(SPECT))  to  APC  0406  (Level  I  Tumor/ 
Infection  Imaging),  with  a  proposed  rule 
APC  median  cost  of  approximately 
$298.  For  CY  2011,  CPT  code  78805  had 
a  proposed  median  cost  of 
approximately  $545;  CPT  code  78806 
had  a  proposed  median  cost  of 
approximately  $561;  and  CPT  code 
78807  had  a  proposed  median  cost  of 
approximately  $442. 

Comment:  One  commenter  asked 
CMS  to  restructure  APCs  0406  and  0414 
to  separate  tumor  imaging  procedures 
from  infection  imaging  procedures 
because  the  respective  procedures  use 
different  drugs  and  resources. 
Specifically,  the  commenter 
recommended  that  CMS  create  a  new 
APC  for  CPT  codes  78805,  78806,  and 
78807  that  would  be  for  infection 
imaging. 

Response:  We  continue  to  believe  that 
tumor  imaging  and  infection  imaging 
are  sufficiently  clinically  similar 
because  they  are  all  imaging  services  to 
justify  the  inclusion  of  CPT  codes 
78805,  78806,  and  78807,  which  are  for 
infection  imaging,  in  APC  0414  with 
tumor  imaging  procedures.  Therefore,, 
we  are  not  creating  an  APC  that  is 
limited  to  CPT  codes  78805,  78806,  and 
78807  for  infection  imaging.  However, 
after  review  of  the  CY  2011  OPPS  final 
rule  median  costs  for  CPT  codes  78805, 
78806,  and  78807,  we  believe  that  it  is 
appropriate  to  rca.ssign  CPT  code  78807 
to  APC  0414  (instead  of  APC  0406)  for 
CY  2011  because  the  median  cost  for 
CPT  code  78807  is  similar  to  the  median 
cost  for  CPT  codes  78805  and  78806, 
which  are  also  assigned  to  this  APC. 
Based  on  the  CY  2011  OPPS  final  rule 
claims  data,  CPT  code  78805  has  a 


median  cost  of  approximately  $519,  CPT 
code  78806  has  a  median  cost  of 
approximately  $539,  and  CPT  code 
78807  has  a  final  rule  median  cost  of 
approximately  $428. 

At  its  February  17-18,  2010  meeting, 
the  APC  Panel  recommended  that  CMS 
analyze  claims  data  for  the  tumor 
imaging  APCs  in  terms  of  the  average, 
median,  and  range  of  costs  of  packaged 
diagnostic  radiopharmaceuticals.  We  are 
accepting  the  APC  PanePs 
recommendation  and  will  present  the 
statistics  regarding  the  use  of  diagnostic 
radiopharmac^uticals  in  tumor  imaging 
at  a  forthcoming  APC  Panel  meeting. 

After  consideration  of  the  public 
comments  we  received  and  analysis  of 
the  final  rule  cost  data  for  CPT  codes 
78805,  78806,  and  78807,  for  CY  2011, 
we  are  retaining  CPT  codes  78805  and 
78806  in  APC  0414;  we  are  assigning 
CPT  code  78807  to  APC  0414  (instead 
of  APC  0406  as  proposed);  and  we  are 
basing  the  payment  for  APC  0414  on  the 
CY  2011  final  rule  median  cost  of 
approximately  $470. 

6.  Other  Services 

a.  Skin  Repair  (APCs  0134  and  0135) 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46251),  we  proposed  to 
continue  to  assign  the  CPT  skin  repair 
codes  for  the  application  of  Apligraf, 
Oasis,  and  Dermagraft  skin  substitutes 
to  the  same  procedural  APCs  to  which 
they  were  assigned  for  CY  2010. 
Specifically,  we  proposed  to  continue  to 
assign  the  Apligraf  application  CPT 
codes  15340  (Tissue  cultured  allogeneic 
skin  substitute;  first  25  sq  cm  or  less) 
and  15341  (Tissue  cultured  allogeneic 
skin  substitute;  each  additional  25  sq 
cm,  or  part  thereof)  to  APC  0134  (Level 
II  Skin  Repair),  with  a  proposed 
payment  rate  of  approximately  $217. 
Likewise,  we  proposed  to  continue  to 
assign  the  Dermagraft  application  CPT 
codes  15365  (Tissue  cultured  allogeneic 
dermal  substitute,  face,  scalp,  eyelids, 
mouth,  neck,  ears,  orbits,  genitalia, 
hands,  feet,  and/or  multiple  digits;  first 
100  sq  cm  or  less,  or  1%  of  body  area 
of  infants  and  children)  and  15366 
(Tissue  cultured  allogeneic  dermal 
substitute,  face,  scalp,  eyelids,  mouth, 
neck,  ears,  orbits,  genitalia,  hands,  feet, 
and/or  multiple  digits;  each  additional 
100  sq  cm,  or  each  additional  1%  of 
body  area  of  infants  and  children,  or 
part  thereof)  to  APC  0134.  We  proposed 
to  continue  to  assign  the  Oasis 
application  CPT  codes  15430  (Acellular 
xenograft  implant;  first  100  sq  cm  or 
less,  or  1%  of  body  area  of  infants  and 
children)  and  15431  (Acellular 
xenograft  implant;  each  additional  100 
.sq  cm,  or  each  additional  1%  of  body 


area  of  infants  and  children,  or  part 
thereof)  to  APC  0135  (Level  III  Skin 
Repair),  with  a  proposed  payment  rate 
of  approximately  $318.  In  addition,  we 
proposed  to  pay  the  Apligraf,  Oasis,  and 
Dermagraft  skin  substitutes  separately. 
Specifically,  we  proposed  to  pay 
separately  for  the  Apligraf  skin  product 
HCPCS  Q-code  Q4101  (Skin  substitute, 
Apligraf,  per  square  centimeter),  the 
Dermagraft  skin  product  HCPCS  Q-code 
Q4106  (’Skin  substitute,  Dermagraft,  per 
square  centimeter),  and  the  Oasis  skin 
product  HCPCS  Q-codes  Q4102  (Skin 
substitute.  Oasis  Wound  Matrix,  per 
square  centimeter)  and  Q4103  (Skin 
substitute.  Oasis  burn  matrix,  per  square 
centimeter).  Also,  as  discussed  in  more 
detail  below,  we  also  proposed  for  CY 
2011  to  create  two  new  Level  II  HCPCS 
G-codes  to  report  the  application  of 
Apligraf  or  Dermagraft  specific  to  the 
lower  extremities  in  order  to  provide 
appropriate  and  consistent  payment  for 
these  services  as  they  are  commonly 
furnished,  consistent  with  the  CY  2011 
proposal  for  the  MPFS. 

With  regard  to  the  assignment  of  CPT 
codes  15340, 15341,  15365,  15366, 

15430  and  15431,  at  the  August  2009 
APC  Panel  meeting,  one  public 
presenter  requested  that  the  APC  Panel 
recommend  that  CMS  reassign  the 
Apligraf  application  CPT  codes, 
specifically  CPT  codes  15340  and 
15341,  from  APC  0134  to  APC  0135.  The 
same  presenter  requested  that  CMS 
continue  to  assign  the  Dermagraft 
application  CPT  codes,  specifically  CPT 
codes  15365  and  15366,  to  APC  0134. 
The  public  presenter  believed  that  the 
CY  2010  proposal  to  continue  to  assign 
both  the  Apligraf  and  the  Dermagraft 
application  CPT  codes  to  APC  0134 
would  create  a  financial  incentive 
favoring  the  Dermagraft  application. 
Specifically,  the  presenter  explained 
that  CPT  instructions  allow  the  separate 
reporting  of  the  CPT  codes  for  site 
preparation  and  debridement  when 
Dermagraft  is  applied,  while  the  CPT 
instructions  for  Apligraf  application 
codes  specify  that  site  preparation  and 
debridement  cannot  be  separately 
reported.  The  presenter  believed  that 
this  reporting  difference  and  the 
resulting  expected  differences  in  the 
associated  application  procedure  costs 
could  be  addressed  by  assigning  the 
Apligraf  application  CPT  codes  to  a 
higher  paying  APC  than  the  Dermagraft 
application  CPT  codes,  instead  of  the 
same  APC  as  CMS  proposed  for  CY 
2010. 

During  the  discussion,  the  APC  Panel 
‘  members  were  provided  with  the 
historical  information  on  the  coding  and 
APC  assignments  for  the  skin  substitute 
application  procedures  assigned  to 
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APCs  0134  and  0135.  Specifically,  the 
Apligraf  application  CPT  codes  15340 
and  15341,  the  Dermagraft  application 
CPT  codes  15365  and  15366,  as  well  as 
the  Oasis  application  CPT  codes  15430 
and  15431,  were  at  one  time  assigned  to 
the  same  APC  level  (Level  II  Skin 
Repair).  However,  because  of  violations 
of  the  2  times  rule,  CMS  reconfigured 
the  skin  repair  APCs  and  reassigned  the 
Oasis  application  CPT  codes  15430  and 
15431  to  APC  0135  in  CY  2008. 

At  the  August  2009  APC  Panel  - 
meeting,  panel  members  debated 
whether  the  differences  in  sizes  in  each 
product’s  application  CPT  codes  and  the 
ability  to  bill  separately  for  site 
preparation  and  debridement  for 
Dermagraft  application  required 
different  APC  placement  for  any  of  the 
skin  substitute  application  codes.  We 
note  that  the  long  descriptors  for  the 
Apligraf  application  CPT  codes  15340 
and  15341  are  scaled  to  “25  sq  cm,” 
whereas  the  Oasis  application  CPT 
codes  15430  and  15431  and  the 
Dermagraft  application  CPT  codes 
15365  and  15366  are  scaled  to  “100  sq 
cm.”  After  review  of  median  cost  data 
from  the  CY  2008  hospital  outpatient 
claims  available  at  that  time  (those 
processed  from  January  1,  2008  through 
December  31,  2009),  the  APC  Panel 
recommended  that  CMS  continue  to 
assign  all  six  skin  substitute  application 
CPT  codes  to  their  existing  APCs  for  CY 
2010.  In  addition,  because  of  the 
variable  sizes  associated  with  the  skin 
repair  application  CPT  codes,  the  Panel 
requested  that  CMS  provide  data  at  the 
next  Panel  meeting  on  the  frequency  of 
primary  and  add-on  CPT  codes  billed 
for  the  Apligraf,  Oasis,  and  Dermagraft 
applications  in  order  to  assess  the 
variability  in  billing  for  the  application 
of  these  products.  In  addition,  because 
of  the  CPT  instructions  allowing  site 
preparation  and  debridement  to  be 
reported  separately  only  for  the 
Dermagraft  application,  the  Panel 
requested  median  cost  data  for  site 
preparation  and  debridement. 

We  accepted  the  APC  Panel’s 
recommendation  to  continue  to  assign 
the  skin  repair  CPT  codes  for  the 
application  of  Apligraf,  Oasis,  and 
Dermagraft  skin  substitutes  to  the  same 
procedural  APCs  for  CY  2010  as  their 
CY  2009  assignments.  As  a  result,  we 
continued  to  assign  the  Apligraf 
application  CPT  codes  15340  and  15341 
and  the  Dermagraft  application  CPT 
codes  15365  and  15366  to  APC  0134 
and  assigned  the  Oasis  application  CPT 
codes  15430  and  15431  to  APC  0135  for 
CY  2010. 

At  the  February  2010  APC  Panel 
meeting,  CMS  presented  the  results  of 
the  data  requested  at  the  August  2009 


meeting  to  the  APC  Panel.  In  response 
to  data  on  the  frequency  of  primary  and 
add-on  CPT  codes,  based  on  our 
analysis  of  the  available  CY  2009 
hospital  outpatient  claims  data  on 
frequency  of  primary  and  add-on  CPT 
codes  billed  for  the  Apligraf,  Oasis,  and 
Dermagraft  applications  (claims 
processed  from  January  1  through 
September  30,  2009),  we  found  that 
hospitals  report  the  application  of 
Apligraf  with  only  the  primary  code 
(CPT  code  15340)  on  77  percent  of 
claims,  while  the  add-on  CPT  code 
15341  is  billed  in  addition  to  the 
primary  code  on  another  23  percent  of 
claims.  Specifically,  our  data  showed 
that,  for  the  Apligraf  application,  there 
were  a  total  of  8,614  claims  with  only 
the  primary  CPT  code  15340  reported, 
and  2,545  claims  with  the  add-on  CPT 
code  15341  also  reported  on  the  same 
date  of  service.  We  note  that  each  unit 
of  the  add-on  CPT  code  is  paid  at  50 
percent  of  the  payment  for  the  primary 
code  in  addition  to  the  full  payment  for 
the  primary  code.  We  also  found  in  our 
analysis  that,  on  claims  with  the 
Dertnagraft  and  Oasis  application  CPT 
codes,  hospitals  report  the  primary  code 
only  in  approximately  98  to  99  percent 
of  the  cases.  In  addition,  in  response  to 
the  request  for  data  for  site  preparation 
and  debridement  that  may  be  reported 
separately  for  the  Dermagraft 
application,  we  found  that 
approximately  87  percent  of  procedures 
for  the  application  of  Dermagraft  were 
reported  without  debridement  or  site 
preparation  on  the  same  day.  Similarly, 
we  found  that  the  Apligraf  and  Oasis- 
procedures  were  rarely  reported  with 
the  site  preparation  or  debridement  CPT 
procedure  codes  on  the  same  day. 
Specifically,  we  found  that  the  CPT 
procedure  code  for  the  application  of 
Apligraf  was  reported  without  site 
preparation  or  debridement  in 
approximately  94  percent  of  these  cases, 
and  that  the  CPT  procedure  code  for 
application  of  Oasis  was  reported 
without  site  preparation  or  debridement 
in  approximately  95  percent  of  these 
cases.  Our  data  analysis  also  showed 
that  the  CPT  median  costs  for  the 
Apligraf  application  CPT  code  15340 
and  the  Dermagraft  application  CPT 
code  15365  are  very  similar. 

Specifically,  the  CPT  code-specific 
median  cost  of  CPX  code  15340  is 
approximately  $234  for  the  Apligraf 
application  and  approximately  $237  for 
CPT  code  15365  for  the  Dermagraft 
application.  In  contrast,  the  CPT  median 
cost  for  the  Oasis  application  primary 
CPT  code  15430  of  approximately  $299 
is  higher. 


At  the  February  2010  APC  Panel 
meeting,  a  public  presenter  again 
requested  that  the  APC  Panel 
recommend  that  CMS  reassign  the 
Apligraf  application  CPT  codes  15340 
and  15341  from  APC  0134  to  APC  0135. 
The  presenter  indicated  that  the 
additional  payment  for  site  preparation 
and  debridement  procedures  that  may 
be  reported  separately  with  the 
Dermagraft  application  can  significantly 
affect  the  total  payment  for  the 
procedure.  The  presenter  also  provided 
data  on  the  use  of  each  product  in 
relation  to  the  size  of  the  wounds 
treated,  and  concluded  that  the  size  of 
the  wound  treated  does  not  affect  the 
resources  used.  After  further  review  of 
the  available  CY  2009  hospital 
outpatient  claims  data,  the  APC  Panel 
recommended  that  CPT  codes  15340 
and  15341  remain  in  APC  0134.  - 

As  noted  above,  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46251), 
we  proposed  to  continue  to  assign  the 
Apligraf  application  CPT  codes  15340 
and  15341  and  the  Dermagraft 
application  CPT  codes  15365  and  15366 
to  APC  0134,  and,  at  the  same  time, 
continue  to  assign  the  Oasis  application 
CPT  codes  15430  and  15431  to  APC 
0135.  Secondly,  we  proposed  to 
continue  to  pay  separately  for  the 
Apligraf,  Dermagraft,  and  Oasis 
products  in  CY  2011. 

Comment:  One  commenter  disagreed 
with  the  APC  assignment  for  the 
Apligraf  CPT  codes  15340  and  15341 
and  recommended  a  reassignment  from 
APC  0134  to  APC  0135. 

Response:  We  examined  the  updated 
CY  2009  claims  data  available  for  the 
CY  2011  final  rule  with  comment  period 
and,  based  on  the  claims  data,  we 
believe  that  CPT  codes  15340  and  15341 
are  appropriately  placed  in  APC  0134. 
Specifically,  our  claims  data  show  that 
the  median  cost  of  approximately  $231 
for  CPT  code  15340,  based  on  15,648 
single  claims  (out  of  a  total  of  19,949 
claims),  and  the  median  cost  of 
approximately  $189  for  CPT  code 
15341,  based  on  2,621  single  claims  (out 
of  a  total  of  5,468  claims),  are  relatively 
similar  to  the  median  cost  of 
approximately  $215  for  APC  0134,  and 
are  dissimilar  to  the  median  cost  of 
approximately  $316  for  APC  0135. 
Therefore,  we  are  assigning  CPT  codes 
15340  and  15341  to  APC  0134  for  CY 
2011. 

As  noted  above,  we  also  proposed  for 
CY  2011  to  create  two  new  Level  II 
HCPCS  G-codes  to  report  the 
application  of  Apligraf  or  Dermagraft 
specific  to  the  lower  extremities  in  order 
to  provide  appropriate  and  consistent 
payment  for  these  services  as  they  are 
commonly  furnished,  consistent  with 
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the  CY  2011  proposal  for  the  MPFS.  (We 
refer  readers  to  the  CY  2011  MPFS 
proposed  rule  for  additional  information 
regarding  the  MPFS  proposal  and  to  the 
MPFS  final  rule  for  the  final  CMS 
decision  regarding  the  use  of  these 
codes  for  the  MPFS.)  The  proposed 
HCPCS  codes  were:  GXXXl 
(Application  of  tissue  cultured 
allogeneic  skin  substitute  or  dermal 
substitute;  for  use  on  lower  limb, 
includes  the  site  preparation  and 
debridement  if  performed;  first  25  sq  cm 
or  less):  and  GXXX2  (Application  of 
tissue  cultured  allogeneic  skin  or 
dermal  substitute;  for  use  on  lower  limb, 
includes  the  site  preparation  and 
debridement  if  performed;  each 
additional  25  sq  cm).  We  note  that,  for 
this  CY  2011  OPPS/ASC  final  rule  with 
comment  period,  GXXXl  has  been 
designated  as  HCPCS  code  G0440  and 
HCPCS  code  GXXX2  as  HCPCS  code 
G0441.  As  indicated  in  the  HCPCS 
G-code  descriptors,  these  codes  will  not 
allow  .separate  reporting  of  CPT  codes 
for  site  preparation  or  debridement.  In 
the  proposed  rule,  we  indicated  that  we 
believed  the  descriptors  of  the  proposed 
HCPCS  G-codes  more  specifically  reflect 
the  characteristics  of  the  application  of 
Apligraf  or  Dermagraft  to  the  lower  limb 
so^that  reporting  would  result  in  more 
accurate  cost  data  for  OPPS  ratesetting 
and,  ultimately,  more  appropriate 
payment.  Consistent  with  the  proposed 
CY  2011  APC  assignment  for  the 
Apligraf  and  Dermagraft  application 
CPT  codes,  we  proposed  to  assign  new 
HCPCS  codes  G0440  and  G0441  to  APC 
0134,  with  a  proposed  APC  median  cost 
of  approximately  $222.  We  indicated 
that  we  were  specifically  interested  in 
public  comment  on  the  appropriateness 
of  recognizing  these  proposed  new 
HCPCS  G-codes  under  the  OPPS  and 
their  proposed  APC  assignments. 

Comment:  Some  commenters  agreed 
with  the  establishment  of  HCPCS  codes 
GXXXl  and  GXXX2,  and  supported 
their  APC  assignment  to  APC  0134.  One 
commenter  suggested  that,  if  CMS 
finalizes  the  proposal  to  establish  the 
HCPCS  G-codes,  then  it  should 
recognize  for  CY  2011  the  skin  repair 
CPT  codes,  and  also  recommended  that 
the  HCPCS  G-codes  be  assigned  to  APC 
0135  rather  than  the  proposed  APC 
0134.  The  commenter  requested 
clarification  on  the  definition  of  “dermal 
substitute.” 

However,  many  commenters 
disagreed  with  the  establishment  of  the 
HCPCS  G-codes.  The  commenters 
argued  that,  although  they  understood 
the  need  to  report  the  services 
accurately,  they  did  not  believe  that 
creating  two  HCPCS  G-codes  is 
appropriate  because  there  are  existing 


CPT  codes  that  describe  the  application 
of  both  the  Apligraf  and  Dermagraft. 

They  stated  that  if  a  revision  to  the  CPT 
code  descriptors  is  necessary  to 
accurately  describe  the  services 
associated  with  these  products,  CMS 
should  work  with  the  AMA  CPT 
Editorial  Panel  in  making  the  revisions 
rather  than  creating  two  new  HCPCS 
G-codes.  One  commenter  stated  that  the 
inappropriate  reimbursement  for  the 
application  of  these  products  is  a  MPFS 
issue  and  does  not  apply  to  the  hospital 
OPPS.  The  commenter  suggested  that 
the  proposed  changes  to  create  two 
HCPCS  G-codes  would  cause  providers 
to  use  the  two  more  expensive  products 
and,  thereby,  inadvertently  create  a 
competitive  disadvantage  for  other 
products. 

Response:  We  are  persuaded  from  the 
commenters’  statements  that  this  is  a 
payment  issue  that  applies  to  the  MPFS 
and  not  to  the  hospital  OPPS,  because 
the  existing  CPT  codes  for  the 
application  of  these  products  does  not 
impede  our  ability,  under  the  standard 
OPPS  ratesetting  methodology,  to 
calculate  accurate  median  costs  for 
these  procedures  and  to  assign  them  to 
appropriate  APCs.  Therefore,  we  are  not 
finalizing  our  proposal  to  assign  HCPCS 
G-codes  G0440  and  G0441  to  APC  0134. 
For  CY  2011,  we  are  assigning  the  status 
indicators  for  both  HCPCS  G-codes  to 
status  indicator  “B”  to  indicate  that 
these  HCPCS  codes  are  not  recognized 
under  the  hospital  OPPS,  and  that 
hospitals  should  use  a  more  specific 
HCPCS  code(s)  to  describe  the  services 
associated  with  HCPCS  codes  G0440 
and  G0441. 

With  regard  to  the  definition  of 
“dermal  substitute,”  we  are  directing  our 
Medicare  contractors  to  provide  further 
guidance  if  specific  questions  arise. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  to  continue  to  assign  the 
Apligraf  application  CPT  codes  15340 
and  1^341  and  the  Dermagraft 
application  CPT  codes  15365  and  15366 
to  APC  0134,  with  a  final  CY  2011  APC 
median  cost  of  approximately  $215  and 
to  assign  the  Oasis  application  CPT 
codes  15430  and  15431  to  APC  0135, 
with  a  final  CY  2011  APC  median  cost 
of  approximately  $316.  In  addition,  we 
received  no  comments  on  our  proposal 
to  continue  to  pay  separately  for  the 
skin  products.  For  CY  2011,  we  are 
finalizing  our  proposal,  without 
modification,  to  continue  to  pay 
separately  for  the  skin  products,  which 
^e  described  by  Level  II  HCPCS 
Q-codes.  That  is,  we  are  finalizing  our 
proposal  to  pay  separately  for  the 
Apligraf  skin  product  HCPCS  Q-code 


Q4101,  the  Dermagraft  skin  product 
HCPCS  Q-code  Q4106,  and  the  Oasis 
skin  product  HCPCS  Q-codes  Q4102 
and  Q4103.  Further,  HCPCS  Q-codes 
Q4101,  Q4102,  Q4103,  and  Q4106  are 
assigned  to  status  indicator  “K”  to 
indicate  that  they  are  separately  payable 
under  the  hospital  OPPS  for  CY  2011.  In 
addition,  we  are  not  finalizing  our 
proposal  to  recognize  new  HCPCS 
G-codes  G0440  and  G0441  as  payable 
under  the  hospital  OPPS.  New  HCPCS 
codes  G0440  and  G0441  are  assigned  to 
status  indicator  “B”  to  indicate  that  ■ 
hospitals  must  report  a  more  specific 
HCPCS  code(s)  to  describe  the  services 
associated  with  HCPCS  codes  G0440 
and  G0441  for  CY  2011. 

b.  Insertion  of  Anterior  Segment 
Aqueous  Drainage  Device  (APCs  0234, 
0255,  and  0673) 

The  AMA  CPT  Editorial  Panel  created 
Category  III  CPT  code  0191T  (Insertion 
of  anterior  segment  aqueous  drainage 
device,  without  extraocular  reservoir; 
internal  approach)  effective  on  July  1, 
2008.  We  assigned  CPT  code  0191T  to 
APC  0234  (Level  III  Anterior  Segment 
Eye  Procedures)  in  the  OPPS,  effective 
July  1,  2008,  and  maintained  this  APC 
assignment  for  CY  2009  and  CY  2010. 
For  CY  2011,  we  proposed  to  continue 
to  assign  CPT  code  0191T  to  APC  0234, 
with  a  proposed  payment  rate  of 
approximately  $1,674.  For  CY  2011,  we 
also  proposed  to  create  new  APC  0255 
(Level  III  Anterior  Segment  Eye 
Procedures),  and  to  rename  APC  0234  as 
“Level  IV  Anterior  Segment  Eye 
Procedures”  and  APC  0673  as  “Level  V 
Anterior  Segment  Eye  Procedures.” 

At  its  August  2010  meeting,  the  APC 
Panel  recommended  that  CMS  assign 
CPT  code  0191T  to  APC  0673  (Level  V 
Anterior  Segment  Eye  Procedures),  on 
the  basis  of  its  clinical  similarity  to  both 
CPT  code  0192T  (Insertion  of  anterior 
segment  aqueous  drainage  device,, 
without  extraocular  reservoir;  external 
approach),  and  to  CPT  code  66180 
(Aqueous  shunt  to  extraocular  reservoir 
(e.g.,  Molteno,  Schocket,  Denver- 
Krupin)),  which  were  proposed  to  be 
assigned  to  APC  0673  for  CY  2011. 

The  AMA  CPT  Editorial  Panel  revised 
the  descriptor  of  CPT  code  0191T  to 
“Insertion  of  anterior  segment  aqueous 
drainage  device,  without  extraocular 
reservoir;  internal  approach,  into  the 
trabecular  meshwork,”  to  be  effective 
January  1,  2011. 

Comment:  A  large  number  of 
commenters  recommended  that  CMS 
reassign  CPT  code  0191T  from  APC 
0234  to  APC  0673,  with  a  proposed  CY 
2011  payment  rate  of  approximately 
$3,039.  The  commenters  claimed  that 
CPT  code  0191T  is  more  appropriately 
assigned  to  APC  0673  based  on  clinical 
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homogeneity  and  resource  costs.  They 
pointed  out  that  none  of  the  procedures 
in  APC  0234  have  implanted  device 
costs  associated  with  the  procedures, 
except  CPT  code  0191T,  while  most 
procedures  in  APC  0673  have  implanted 
device  costs,  including  glaucoma 
procedures  with  implanted  device  costs, 
namely  CPT  code  66180  and  CPT  code 
0192T.  A  few  commenters  claimed  that 
each  of  the  shunt  devices  in  APC  0673 
serve  to  shunt  the  aqueous  fluid  in  the 
eye  to  another  region  in  order  to  lower 
intraocular  pressure,  a  common  clinical 
purpose  related  to  CPT  code  0191T. 
Commenters  asserted  that  the  major  cost 
of  performing  the  procedure  described 
by  CPT  code  0191T  is  the  device  itself, 
and  that  the  proposed  payment  rate  for 
APC  0234  is  too  low  to  compensate 
hospitals  and  ASCs  for  the  cost  of  the 
procedure,  thus  preventing  Medicare 
beneficiary  access.  Commenters  also 
pointed  out  that  cataract  surgery  is 
almost  always  performed  with  CPT  code 
0191T,  as  many  cataract  patients  have 
mild  to  moderate  glaucoma,  resulting  in 
a  multiple  procedure  surgical  session 
with  a  50  percent  multiple  procedure 
reduction  in  payment  for  CPT  code 
0191T,  which  is  predominantly 
performed  in  the  ASC  setting. 

Many  commenters  asserted  that  the 
shunt  device  implantation  performed 
with  CPT  code  0191T  has  much  in 
common  clinically  with  the 
implantation  of  the  shunt  device 
procedure  performed  with  CPT  code 
0192T,  which  is  assigned  to  APC  0673. 
Some  commenters  stated  that  the  CPT 
code  0191T  procedure  is  well  within  the 
skill  set  of  a  general  ophthalmologist 
performing  cataract  surgery  and 
promises  to  avoid  some  glaucoma 
medication  usage. 

One  commentpr  argued  that  the 
resource  costs  of  CPT  code  0191T  as 
demonstrated  by  CMS  claims  data  is 
closer  to  the  costs  in  APC  0673  than 
APC  0234,  pointing  ouRhat  the  CY 
2011  proposed  rule  median  cost  of 
approximately  $2,964  for  CPT  code 
0191T  is  appreciably  higher  than  the 
range  of  costs  of  approximately  $1,726 
to  approximately  $2,026  for  the  10  most 
frequent  procedures  in  APC  0234.  On 
the  other  hand,  the  commenter  stated 
that  the  CY  2011  proposed  rule  median 
cost  of  CPT  code  0191T  is  closer  to  the 
proposed  rule  median  cost  of 
approximately  $3,099  for  APC  0673  and 
the  costs  of  its  two  most  frequent 
procedures,  that  of  CPT  code  66180 
(approximately  $3,092)  and  CPT  code 
0192T  (approximately  $3,131).  The 
commenter  claimed  that  CMS  has 
grouped  clinically  similar  CPT  codes 
together  into  an  APC  even  though  some 
services  are  significantly  below  the 


proposed  APC  costs.  The  commenter 
also  noted  that  the  procedure’s  device, 
the  iStent  Trabecular  Micro-Bypass 
Stent  (iStent),  is  currently  under  an 
investigational  device  exemption  (IDE) 
and  is  awaiting  full  premarket  approval 
(PMA)  from  the  FDA,  which  it  expects 
to  receive  by  the  end  of  2011. 

Response:  After  further  analysis  of 
this  issue,  we  agree  with  the  APC  Panel 
and  the  commenters  that  CPT  code 
0191T  is  similar  clinically  and  in  terms 
of  resource  utilization  to  the  procedures 
in  APC  0673.  Several  procedures  in  APC 
0673  have  device  implants  that  are 
related  to  glaucoma,  such  as  CPT  0192T 
and  CPT  code  66180,  and  the  CY  2011 
final  median  cost  for  CPT  code  0191T  of 
approximately  $3,139  is  very  similar  to 
the  median  cost  calculated  for  APC  0673 
of  approximately  $2,946.  Therefore,  we 
are  accepting  the  APC  Panel’s  and  the 
commenters’  recommendation  to 
reassign  CPT  code  0191T  to  APC  0673 
for  CY  2011. 

After  consideration  of  the  public 
comments  we  received,  we  are 
modifying  our  CY  2011  proposal  and 
reassigning  CPT  code  0191T  to  APC 
0673  for  CY  2011.  We  will  continue  to 
monitor  claims  and  cost  report  data  for 
CPT  code  0191T  in  APC  0673. 

c.  Group  Psychotherapy  (APCs  0322,  - 
0323,  0324,  and  0325) 

For  CY  2011,  we  proposed  to  set  the 
CY  2011  payment  rates  for  APCs  0322 
(Brief  Individual  Psychotherapy),  0323 
(Extended  Individual  Psychotherapy), 
0324  (Family  Psychotherapy),  and  0325 
(Group  Psychotherapy)  based  on  the 
median  costs  determined  under  the 
OPPS  standard  ratesetting  methodology. 
We  also  proposed  to  continue  to  assign 
CPT  codes  90849  (Multiple  family  group 
psychotherapy),  90853  (Group 
psychotherapy  (other  than  of  a  multiple- 
family  group)),  and  90857  (Interactive 
group  psychotherapy)  to  APG  0325, 
with  a  proposed  payment  rate  of 
approximately  $54,  calculated  according 
to  the  standard  OPPS  ratesetting 
methodology.  In  GY  2010,  these  three 
GPT  codes  also  were  the  only  codes 
assigned  to  APC  0325,  with  a  payment 
rate  of  approximately  $60. 

Comment:  Some  commenters 
expressed  concern  over  the  decreases  in 
the  proposed  payment  rates  for  APCs 
0322,  0323,  0324, and  0325. 

Particularly,  several  commenters 
expressed  concern  that  the  CY  2011 
proposed  payment  rate  for  APC  0325  of 
approximately  $54  is  10  percent  less 
than  the  CY  2010  payment  rate  for  this 
APC.  The  commenters  believed  that  the 
proposed  payment  rate  would  be 
insufficient  to  cover  hospitals’  costs  for 
providing  group  mental  health  services 


and,  as  a  result,  would  threaten 
Medicare  beneficiary  access  to  these 
services.  Some  commenters  stated  that 
the  utilization  of  recent  cost  report  data 
lags  behind  the  provision  of  current 
services  by  approximately  3  to  5  years, 
and  a  stronger  level  of  reimbursement 
would  seem  justified  and  appropriate. 

Response:  We  set  the  payment  rates 
for  APCs  0322,  0323,  0324,  and  0325 
using  our  standard  OPPS  methodology 
based  on  relative  costs  from  hospital 
outpatient  claims  and  the  most  recent 
cost  report  data  that  are  available.  We 
have  no  reason  to  believe  that  our 
claims  and  cost  report  data,  as  reported 
by  hospitals,  do  not  accurately  reflect 
hospitals’  costs  of  the  services  assigned 
to  these  APCs.  As  we  have  stated  in  the 
past,  specifically  with  respect  to  APC 
0325  (72  FR  66739  and  73  FR  68627), 
we  cannot  speculate  as  to  why  the 
median  cost  of  group  psychotherapy 
services  has  deci eased  significantly  in 
recent  years.  We  again  note  that  we  have 
robust  claims  data  for  the  CPT  codes 
that  map  to  APC  0325.  Specifically,  we 
were  able  to  use  more  than  99  percent 
of  the  approximately  1.7  million  claims 
submitted  by  hospitals  to  report  group 
psychotherapy  services.  It  would  appear 
that  the  relative  cost  of  providing  these 
mental  health  services,  in  comparison 
with  other  HOPD  services,  has 
decreased  in  recent  years. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  calculate  the 
payment  rate  for  APCs  0322,  0323,  0324, 
and  0325  by  applying  our  standard 
OPPS  ratesetting  methodology  that 
relies  on  all  single  claims  for  all 
procedures  assigned  to  these  APCs,  and 
to  continue  to  assign  CPT  codes  90849, 
90853,  and  90857  to  APC  0325,  with  a 
final  payment  rate  of  approximately 
$54. 

IV.  OPPS  Payment  for  Devices 

A.  Pass-Through  Payments  for  Devices 

1.  Expiration  of  Transitional  Pass- 
Through  Payments  for  Certain  Devices 

Section  1833(t)(6)(B)(iii)  of  the  Act 
requires  that,  under  the  OPPS,  a 
category  of  devices  be  eligible  for 
transitional  pass-through  payments  for 
at  least  2,  but  not  more  than  3,  years. 
This  pass-through  payment  eligibility 
period  begins  with  the  first  date  on 
which  transitional  pass-through 
payments  may  be  made  for  any  medical 
device  that  is  described  by  the  category. 
We  may  establish  a  new  device  category 
for  pass-through  payment  in  any 
quarter.  Under  our  established  policy, 
we  base  the  pass-through  status 
expiration  d^tes  for  the  category  codes 
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on  the  date  on  which  a  category  is  in 
effect.  The  date  on  which  a  category  is 
in  effect  is  the  first  date  on  which  pass¬ 
through  payment  may  be  made  for  any 
medical  device  that  is  described  by  such 
category.  We  propose  and  finalize  the 
dates  for  expiration  of  pass-through 
status  for  device  categories  as  part  of  the 
OPPS  annual  update. 

We  also  have  an  established  policy  to 
package  the  costs  of  the  devices  that  are 
no  longer  eligible  for  pass-through 
payments  into  the  costs  of  the 
procedures  with  which  the  devices  are 
reported  in  the  claims  data  used  to  set 
the  payment  rates  (67  FR  66763). 
Brachytherapy  sources,  which  are  now 
separately  paid  in  accordance  with 
section  1833(t)(2){H)  of  the  Act,  are  an 
exception  to  this  established  policy. 

There  currently  is  one  new  device 
category  eligible  for  pass-through 
payment,  described  by  HCPCS  code 
Cl  749  (Endoscope,  retrograde  imaging/ 
illumination  colonoscope  device 
(implantable),  which  we  announced  in 
the  October  2010  OPPS  Update 
(Transmittal  2050,  Change  Request 
7117,  dated  September  17,  2010).  There 
are  no  categories  for  which  we  proposed 
expiration  of  pass-through  status  in  CY 
2011.  If  we  create  new  device  categories 
for  pass-through  payment  status  during 
the  remainder  of  CY  2010  or  during  CY 
2011,  we  will  propose  future  expiration 
dates  in  accordance  with  the  statutory 
requirement  that  they  be  eligible  for 
pass-through  payments  for  at  least  2,  but 
not  more  than  3,  years  from  the  date  on 
which  pass-through  payment  for  any 
medical  device  described  by  the 
category  may  first  be  made. 

Comment:  Some  commenters 
expressed  concern  that  there  currently 
are  no  pass-through  categories  for  new 
devices,  and  that  there  have  been  very 
few  new  categories  approved  over  the 
past  several  years.  The  commenters 
were  concerned  that  CMS  may  not  be 
recognizing  technologies  that 
defhonstrate  a  substantial  clinical 
improvement  for  Medicare  beneficiaries, 
even  though  the  commenters  believed 
that  there  have  been  past  applications 
that  have  met  or  exceeded  that  criterion. 
One  commenter  recommended  that 
CMS  reevaluate  the  criteria  and 
approval  process  currently  used  for 
device  pass-through  applications. 
Another  commenter  believed  that  the 
need  for  separate  payment  for  new 
technologies  is  even  more  acute  because 
of  the  OPPS  policy  of  increased 
packaging  and  bundled  payment  into 
composite  APCs.  One  commenter 
recommended  that  CMS  annually 
publish  a  list  of  all  devices  for  which 
pass-through  status  was  requested, 
along  with  the  rationale  supporting  its 


decisions  regarding  approval  or  denial 
of  pass-through  status. 

Response:  The  criteria  for  establishing 
additional  pass-through  categories  for 
medical  devices  are  included  in  the 
interim  final  rule  with  comment  period 
issued  in  the  November  2,  2001  Federal 
Register  (66  FR  55850),  the  final  rule 
with  comment  period  issued  in  the 
November  1,  2002  Federal  Register  (67 
FR  66781),  and  the  November  10,  2005 
OPPS  final  rule  with  comment  period 
(70  FR  68628).  We  made  no  proposals 
regarding  our  device  pass-through 
process  or  criteria  for  CY  2011. 

However,  industry  members  have,  from 
time  to  time,  requested  that  we  provide 
additional  information  on  our  new 
technology  processes,  which  we  have 
attempted  to  do  in  the  past.  We  agree 
with  the  coinmenters  that  separate 
payment  for  new  technologies  through 
the  device  pass-through  process  is  an 
important  feature  of  the  OPPS,  and  we 
continue  to  review  applications  on  an 
ongoing  basis  using  our  established 
process  and  criteria  and  to  establish 
new  categories  of  pass-through  devices 
when  those  criteria  are  met.  We  disagree 
with  the  commenters  who  believe  that 
we  may  not  be  recognizing  technologies 
that  demonstrate  a  substantial  clinical 
irhprovement.  We  carefully  evaluate 
each  application  based  on  the 
established  criteria,  including  whether 
the  device  demonstrates  a  substantial 
clinical  improvement. 

We  are  not  making  any  changes  to  the 
device  pass-through  process  or  criteria 
in  this  final  rule  with  comment  period 
because  we  believe  any  changes  would 
require  public  input,  including  input 
from  affected  parties,  and,  therefore, 
should  be  addfressed  through  our 
rulemaking  cycle.  For  example,  while 
some  parties  may  approve  of  putting 
specific  information  about  pass-through 
applications  on  our  Web  site,  such  as 
the  basis  for  an  application’s  denial, 
others  who  request  that  we  treat  all  or 
part  of  their  applications  as  confidential 
may  not  support  such  a  change  in  the 
pass-through  process.  (We  note  that 
filing  an  application  to  CMS  does  not 
guarantee  that  CMS  is  able  to  treat  any 
information  as  confidential  because 
such  information  is  used  as  part  of  the 
OPPS  ratesetting  process.)  However,  we 
do  appreciate  the  commenters’ 
perspectives  and  will  take  their 
comments  under  advisement  as  we 
consider  our  device  pass-through 
criteria  and  process  in  the  future. 

2.  Provisions  for  Reducing  Transitional 
Pass-Through  Payments  to  Offset  Costs 
Packaged  into  APC  Groups 

a.  Background  ■  ■ 


We  have  an  established  policy  to 
estimate  the  portion  of  each  APC 
payment  rate  that  could  reasonably  be 
attributed  to  the  cost  of  the  associated 
devices  that  are  eligible  for  pass-through 
payments  (66  FR  59904).  We  deduct 
from  the  pass-through  payments  for 
identified  devicacategories  eligible  for 
pass-through  payments  an  amount  that 
reflects  the  portion  of  the  APC  payment 
amount  that  we  determine  is  associated 
with  the  cost  of  the  device,  defined  as 
the  device  APC  offset  amount,  as 
required  by  section  1833(t)(6)(D)(ii)  of 
the  Act.  We  have  consistently  employed 
an  established  methodology  to  estimate 
the  portion  of  each  APC  payment  rate 
that  could  reasonably  be  attributed  to 
the  cost  of  an  associated  device  eligible 
for  pass-through  payment,  using  claims 
data  from  the  period  used  for  the  most 
recent  recalibration  of  the  APC  rates  (72 
FR  66751  through  66752).  We  establish 
and  Jipdate  the  applicable  device  APC 
offset  amounts  for  eligible  pass-through 
device  categories  through  the 
transmittals  that  implement  the 
quarterly  OPPS  updates. 

We  currently  have  published  a  list  of 
all  procedural  APCs  with  the  CY  2010 
portions  (both  percentages  and  dollar 
amounts)  of  the  APC  payment  amounts 
that  we  determine  are  associated  with 
the  cost  of  devices,  on  the  CMS  Web  site 
at:  http.V/wH'w.cms.gov/ 

Hospi  talOutpa  tien  tPPS/ 
Oljoverview.asp.  The  dollar  amounts 
are  used  as  the  device  APC  offset 
amounts.  In  addition,  in  accordance 
with  our  established  practice,  the  device 
APC  offset  amounts  in  a  related  APC  are 
used  in  order  to  evaluate  whether  the 
cost  of  a  device  in  an  application  for  a 
new  device  category  for  pass-through 
payment  is  not  insignificant  in  relation 
to  the  APC  payment  amount  for  the 
service  related  to  the  category  of 
devices,  as  specified  in  our  regulations 
at  §  419.66(d). 

As  of  CY  2009^  the  costs  of 
implantable  bi&logicals  without  pass¬ 
through  status  are  packaged  into  the 
payment  for  the  procedures  in  which 
they  are  inserted  or  implanted  because 
implantable  biologicals  without  pass¬ 
through  status  are  not  sepeurately  paid 
(73  FR  68633  through  68636).  For  CY 
2010,  we  finalized  a  new  policy  to 
specify  that  the  pass-through  evaluation 
process  and  pass-through  payment 
methodology  for  implantable  biologicals 
that  are  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  and  that  are  newly  approved  for 
pass-through  status  beginning  on  or 
after  January  1,  2010,  be  the  device  pass¬ 
through  process  and  payment 
methodology  only.  As  a  result,  for  CV 
2010,  we  included  implantable 
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biologicals  in  our  calculation  of  the 
device  APC  offset  amounts  (7.4  FR 
60476).  We  calculated  and  set  the 
device  APC  offset  amount  for  a  newly 
established  device  pass-through 
category,  which  could  include  a  newly 
eligible  implantable  biological, 
beginning  in  CY  2010  using  the  same 
methodology  we  have  historically  used 
to  calculate  and  set  device  APC  offset 
amounts  for  device  categories  eligible 
for  pass-through  payment  (72  FR  66751 
through  66752),  with  one  modification. 
Because  implantable  biologicals  are 
considered  devices  rather  than  drugs  for 
purposes  of  pass-through  evaluation  and 
payment  under  our  established  policy, 
the  device  APC  offset  amounts  include 
the  costs  of  implantable  biologicals.  For 
CY  2010,  we  also  finalized  a  policy  to 
utilize  the  revised  device  APC  offset 
amounts  to  evaluate  whether  the  cost  of 
an  implantable  biological  in  an 
application  for  a  new  device  category 
for  pass-through  payment  is  not 
insignificant  in  relation  to  the  APC 
payment  amount  for  the  service  related 
to  the  category  of  devices.  Further,  for 
CY  2010,  we  also  no  longer  used  the 
“policy-packaged”  drug  APC  offset 
amounts  for  evaluating  the  cost 
significance  of  implantable  biological 
pass-through  applications  under  review 
and  for  setting  the  APC  offset  amounts 
that  would  apply  to  pass-through 
payment  for  those  implantable 
biologicals,  effective  for  new  pass¬ 
through  status  determinations  beginning 
in  CY  2010  (74  FR  60463). 

h.  Proposed  and  Final  CY  2011  Policy 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46252),  we  proposed  to 
continue  our  policy  that  the  pass¬ 
through  evaluation  process  and  pass¬ 
through  payment  methodology  for 
implantable  biologicals  that  are 
surgically  inserted  or.  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  and  that  are  newly  approved  for 
pass-through  status  beginning  on  or 
after  January  1,  2010,  be  the  device  pass¬ 
through  process  and  payment 
methodology  only.  The  rationale  for  this 
policy  is  provided  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60471  through  60477).  We 
also  proposed  to  continue  our 
established  policies  for  calculating  and 
setting  the  device  APC  offset  amounts 
for  each  device  category  eligible  for 
pass-through  payment.  In  addition,  we 
proposed  to  continue  to  review  each 
new  device  category  on  a  case-by-case 
basis  to  determine  whether  device  costs 
associated  with  the  new  category  are 
already  packaged  into  the  existing  APC 
structure.  If  device  costs  packaged  into 
the  existing  APC  structure  are 


associated  with  the  new  category,  we 
would  deduct  the  device  APC  offsk 
amount  from  the  pass-through  payment 
for  the  device  category.  As  stated  earlier, 
these  device  APC  offset  amounts  also 
would  be  used  in  order  to  evaluate 
whether  the  cost  of  a  device  in  an 
application  for  a  new  device  category 
for  pass-through  payment  is  not 
insignificant  in  relation  to  the  APC 
payment  amount  for  the  service  related 
to  the  category  of  devices  (§  419.66(d)). 

We  also  proposed  to  continue  our 
policy  established  in  CY  2010  to  include 
implantable  biologicals  in  our 
calculation  of  the  device  APC  offset 
amounts.  In  addition,  we  proposed  to 
continue  to  calculate  and  set  any  device 
APC  offset  amount  for  a  new  device 
pass-through  category  that  includes  a 
newly  eligible  implantable  biological 
beginning  in  CY  2011  using  the  same 
methodology  we  have  historically  used 
to  calculate  and  set  device  APC  offset 
amounts  for  device  categories  eligible 
for  pass-through  payment,  and  to 
include  the  costs  of  implantable 
biologicals  in  the  calculation  of  the 
device  APC  offset  amounts,  as  we  did 
for  CY  2010. 

In  addition,  we  proposed  to  update, 
on  the  CMS  Web  site  at  http://www.cms. 
gov/HospitalOutpatientPPS,  the  list  of 
all  procedural  APCs  with  the  final  CY 
2011  portions  of  the  APC  payment 
amounts  that  we  determine  are 
associated  with  the  cost  of  devices  so 
that  this  information  is  available  for  use 
by  the  public  in  developing  potential 
CY  2011  device  pass-through  payment 
applications  and  by  CMS  in  reviewing 
those  applications. 

In  summary,  for  CY  2011,  consistent 
with  the  policy  established  for  CY  2010, 
we  proposed  to  continue  the  following 
policies  related  to  pass-through 
payment  for  devices:  (1)  Treating 
implantable  biologicals,  that  are 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  and  that  are  newly  approved  for 
pass-through  status  on  or  after  January 
1,  2010,  as  devices  for  purposes  of  the 
OPPS  pass-through  evaluation  process 
and  payment  methodology;  (2) 
including  implantable  biologicals  in 
calculating  the  device  APC  offset 
amounts;  (3)  using  the  device  APC  offset 
amounts  to  evaluate  whether  the  cost  of 
a  device  (defined  to  include  implantable 
biologicals)  in  an  application  for  a  new 
device  category  for  pass-through 
payment  is  not  insignificant  in  relation 
to  the  APC  payment  amount  for  the 
service  related  to  the  category  of 
devices;  and  (4)  reducing  device  pass¬ 
through  payments  based  on  device  costs 
already  included  in  the  associated 
procedural  APCs,  when  we  determine 


that  device  costs  associated  with  the 
new  category  are  already  packaged  into 
the  existing  APC  structure. 

Comment:  Some  commenters 
recommended  that  CMS  not  continue 
the  policy  it  began  for  CY  2010  to 
specify  that  the  pass-through  evaluation 
process  and  pass-through  payment 
methodology  for  implantable  biologicals 
that  are  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  be  the  device  pass-through 
process  and  payment  methodology  only. 
One  commenter  asserted  that  some 
implantable  biologicals  meet  the 
definition  of  biological  under  section 
1861  (t)  of  the  Act,  even  though  they  are 
approved  by  the  FDA  as  devices.  The 
commenter  recommended  that  , 
biologicals  approved  by  the  FDA  under 
a  biologies  license  application  (BLA) 
should  be  eligible  for  pass-through 
payment  under  the  drug  and 
nonimplantable  biological  pass-through 
process,  regardless  of  whether  or  not 
they  are  implanted.  The  commenter 
claimed  that  Congress  intended  for 
biologicals  approved  under  BLAs  to  be 
paid  as  pass-through  drugs  because  the  ' 
commenter  believed  that  Congress 
intended  that  biologicals  be  included 
under  the  specific  OPPS  statutory 
provisions  that  apply  to  specified 
covered  outpatient  drugs  (SCODs).  The 
commenter  alternatively  requested  that 
if  CMS  continues  to  define  implantable 
biologicals  as  devices  for  pass-through 
purposes,  CMS  clarify  that  it  will  apply 
device  process  and  payment  only  if  the 
devices  are  solely  surgically  implanted 
according  to  their  FDA-approved 
indications.  The  commenter  claimed 
that  the  current  pass-through  policy  is 
unclear  regarding  how  CMS  would 
evaluate  eligibility  for  pass-through 
payment  of  a  biological  that  has  both 
implantable  and  nonimplantable  ' 
indications. 

Another  commenter  believed  that 
CMS  has  not  sufficiently  defined  the 
term  “surgically  inserted  or  implanted” 
regarding  applicability  of  pass-through 
device  process  and  payment  for 
implantable  biologicals.  The  commenter 
questioned  whether  biologicals  inserted 
into  the  body  via  catheter  (which 
requires  a  surgical  incision  to  place  a 
catheter)  or  an  injection  of  a  biological 
administered  through  a  natural  orifice 
should  be  considered  implantable 
biologicals.  The  commenter  asked 
whether  a  biological  that  is  inserted  into 
the  body  as  a  drug  administration,  that 
is,  by  means  of  injection  or  infusion,  is 
considered  surgically  inserted  or 
implanted  for- purposes  of  pass-through 
status  evaluation  and  payment.  The 
commenter  also  recommended  paying 
for  implantable  biologicals  using  the 
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ASP  plus  6  percent,  rather  than  the 
current  methodology  of  charges  adjusted 
to  costs.  The  commenter  asserted  the 
advantages  of  the  ASP  payment 
methodology  are  as  follows:  there  would 
be  identical  payment  methodologies  for 
biologicals  that  function  as  both 
implantable  and  nonimplantable 
biologicals;  the  ASP  methodology  is 
well-understood  by  providers  and 
contractors;  the  ASP  methodology 
avoids  the  problem  of  hospitals  being 
reluctant  to  mark  up  charges  for  new 
implantable  biologicals,  thereby 
resulting  in  charge  compression  and  an 
underestimation  of  costs;  and  the  ASP 
methodology  assures  a  consistent 
payment  method,  rather  than  the 
hospital-specific,  charges-adjusted-to- 
cost  methodology. 

Response:  As  stated  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period,  we  evaluate  implantable 
biologicals  that  function  as  and  are 
substitutes  for  implantable  devices, 
regardless  of  their  category  of  FDA 
approval,  as  devices  for  OPPS  payment 
purposes  (74  FR  60476).  We  do  not 
believe  it  is  necessary  to  make  our  OPPS 
payment  policies  regarding  implantable 
biologicals  dependent  on  categories  of 
FDA  approval,  the  intent  of  which  is  to 
ensure  the  safety  and  effectiveness  of 
medical  products. 

We  do  not  agree  with  the  commenter 
who  asserted  that  Congress  intended 
biologicals  approved  under  BLAs  to  be 
paid  under  the  specific  OPPS  statutory 
provisions  that  apply  to  SCODs, 
including  the  pass-through  provisions. 
Moreover,  as  we  stated  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period,  Congress  did  not  specify  that  we 
must  pay  for  implantable  biologicals  as 
biologicals  rather  than  devices,  if  they 
also  meet  our  criteria  for  payment  as  a 
device  (74  FR  60476).  We  continue  to 
believe  that  implantable  biologicals 
meet  the  definitions  of  a  device  and  a 
biological  and  that,  for  payment 
purposes,  it  is  appropriate  for  us  to 
consider  implantable  biologicals  as 
implantable  devices  in  all  cases,  not  as 
biologicals. 

We  also  do  not  agree  with  the 
commenter’s  request  that  we  pay  for 
pass-through  implantable  biologicals 
using  the  ASP  payment  methodology. 
As  we  stated  in  tbe  CY  2010  OPPS/ASC 
final  rule  witH  comment  period  (74  FR 
60474),  we  do  not  believe  that  this 
payment  methodology  would  be 
appropriate  because  payment  based  on 
ASP  for  pass-through  implantable 
biologicals  would  not  provide  similar 
OPPS  payment  treatment  of  biological 
and  nonbiological  implantable  devices, 
which  is  our  goal  for  new  devices,. 


methodologies  for  implantable 
biological  and  nonbiological  devices 
during  their  nonpass-through  payment 
periods,  as  well  as  their  overlapping  and 
sometimes  identical  clinical  uses  and 
their  generally  similar  regulation  by  the 
FDA  as  devices,  we  continue  to  believe 
that  the  most  consistent  pass-through 
payment  policy  for  these  different  types 
of  items  that  are  surgically  inserted  or 
implanted  and  that  may  sometimes 
substitute  for  one  another  is  to  evaluate 
and  pay  for  all  of  these  devices,  both 
biological  and  nonbiological,  only  under 
the  device  pass-through  payment  and 
methodology. 

Regarding  the  comment  that  claimed 
we  have  not  sufficiently  defined  the 
term  “surgically  inserted  or  implanted” 
regarding  applicability  of  pass-through 
device  process  and  payment  for 
implantable  biologicals,  we  believe  that 
infusion  or  injection  of  a  biological 
product  through  a  catheter  is  generally 
not  considered  implantation  of  a  device 
since  these  products  are  being 
administered  through  a  catheter  rather 
than  inserted  or  implanted  into  the 
body,  in  the  same  way  that  we  have 
stated  in  the  past  with  respect  to  drug 
and  device  combination  products  that  it 
is  not  our  intention  to  consider 
biologicals  under  the  device  pass¬ 
through  evaluation  process  when  these 
products  are  merely  administered 
through  the  implantation  of  a  delivery 
system  for  the  biological  (74  FR  60476). 
We  believe  that  applicants  seeking  pass¬ 
through  payment  for  a  particular 
technology  must  determine  whether  to 
apply  through  the  drug  or  device  pass¬ 
through  process  based  on  how  the 
individual  product  will  be 
administered. 

In  response  to  the  comment  seeking 
clarity  regarding  how  CMS  would 
evaluate  eligibility  for  pass-through 
payment  of  a  biological  that  has  both 
implantable  and  non-implantable 
indications,  we  again  note  that 
applicants  for  pass-through  status  must 
determine  whether  to  apply  through  the 
drug  or  device  pass-through  process 
based  on  how  the  individual  product 
will  be  used.  If  we  were  to  receive 
applications  for  the  same  product  for 
both  drug  pass-through  status  and 
device  pass-through  status,  and  if  both 
applications  met  the  respective  criteria 
for  approval,  we  would  evaluate  how  it 
is  administered  in  order  to  determine 
whether  it  would  be  appropriate  to 
differentiate  the  payment  methodology 
for  the  product  depending  on  how  it  is 
used,  as  we  do  for  nonpass-through 
biologicals  that  may  be  sometimes  used 
as  drugs,  and  sometimes  used  as 
devices.  .  .  ; 


comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  to  continue  the  policy  to 
specify  that  the  pass-through  evaluation 
process  and  pass-through  payment 
methodology  for  implantable  biologicals 
that  are  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  and  that  are  newly  approved  for 
pass-through  status  on  or  after.  January 
1,  2010,  be  the  device  pass-through 
process  and  payment  methodology  only. 
We  also  are  finalizing  our  other 
proposals,  without  modification,  to 
continue  the  following  policies 
regarding  device  offsets:  (1)  Including 
implantable  biologicals  in  calculating 
the  device  APC  offset  amounts;  (2)  using 
the  device  APC  offset  amounts  to 
evaluate  whether  the  cost  of  a  device 
(defined  to  include  implantable 
biologicals)  in  an  application  for  a  new 
device  category  for  pass-through 
payment  is  not  insignificant  in  relation 
to  the  APC  payment  amount  for  the 
service  related  to  the  category  of 
devices;  and  (3)  reducing  device  pass¬ 
through  payments  based  on  device  costs 
already  included  in  the  associated 
procedural  APCs,  when  we  determine 
that  device  costs  associated  with  the 
new  category  are  already  packaged  into 
the  existing  APC  structure. 

B.  Adjustment  to  OPPS  Payment  for  No 
Cost/Full  Credit  and  Partial  Credit 
Devices 

1.  Background 

In  recent  years,  there  have  been 
several  field  actions  on  and  recalls  of 
medical  devices  as  a  result  of 
implantable  device  failures.  In  many  of 
these  cases,  the  manufacturers  have 
offered  devices  without  cost  to  the 
hospital  or  with  credit  for  the  device 
being  replaced  if  the  patient  required  a 
more  expensive  device.  In  order  to 
ensure  that  payment  rates  for 
procedures  involving  devices  reflect 
only  the  full  costs  of  those  devices,  our 
standard  ratesetting  methodology  for 
device-dependent  APCs  uses  only 
claims  that  contain  the  correct  device 
code  for  the  procedure,  do  not  contain 
token  charges,  do  not  contain  the  “FB” 
modifier  signifying  that  the  device  was 
furnished  without  cost  or  with  a  full 
credit,  and  do  not  contain  the  “FC” 
modifier  signifying  that  the  device  was 
furnished  with  partial  credit.  As 
discussed  in  section  II.A.2.d.(l)  of  this 
final  rule  with  comment  period,  as  we 
proposed,  we  are  continuing  to  use  our 
standard  ratesetting  methodology  for 
device-dependent  APCs  for  CY  2011. 

To  ensure  equitable  payment  when 
the  hospital  receives  a  device  without, 
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cost  or  with  full  credit,  in  CY  2007  we 
implemented  a  policy  to  reduce  the 
payment  for  specified  device-dependent 
APCs  by  the  estimated  portion  of  the  • 
APC  payment  attributable  to  device 
costs  (that  is,  the  device  offset)  when  the 
hospital  receives  a  specified  device  at 
no  cost  or  with  full  credit  (71  FR  68071 
through  68077).  Hospitals  are  instructed 
to  report  no  cost/full  credit  cases  using 
the  “FB”  modifier  on  the  line  with  the 
procedure  code  in  which  the  no  cost/ 
full  credit  device  is  used.  In  cases  in 
which  the  device  is  furnished  without 
cost  or  with  full  credit,  the  hospital  is 
instructed  to  report  a  token  device 
charge  of  less  than  $1.01.  In  cases  in 
which  the  device  being  inserted  is  an 
upgrade  (either  of  the  same  type  of 
device  or  to  a  different  type  of  device) 
with  a  full  credit  for  the  device  being 
replaced,  the  hospital  is  instructed  to 
report  as  the  device  charge  the 
difference  between  its  usual  charge  for 
the  device  being  implanted  and  its  usual 
charge  for  the  device  for  which  it 
received  full  credit.  In  CY  2008,  we 
expanded  this  payment  adjustment 
policy  to  include  cases  in  which 
hospitals  receive  partial  credit  of  50 
percent  or  more  of  the  cost  of  a  specified 
device.  Hospitals  are  instructed  to 
append  the  “FC”  modifier  to  the 
procedure  code  that  reports  the  service 
provided  to  furnish  the  device  when 
they  receive  a  partial  credit  of  50 
percent  or  more  of  the  cost  of  the  new 
device.  We  reduce  the  OPPS  payment 
for  the  implantation  procedure  by  100 
percent  of  the  device  offset  for  no  cost/ 
full  credit  cases  when  both  a  specified 
device  code  is  present  on  the  claim  and 
the  procedure  code  maps  to  a  specified 
APC.  Payment  for  the  implantatiop 
procedure  is  reduced  by  50  percent  of 
the  device  offset  for.  partial  credit  cases 
when  both  a  specified  device  code  is 
present  on  the  claim  and  the  procedure 
code  maps  to  a  specified  APC. 
Beneficiary  copayment  is  based  on  the 
reduced  payment  amount  when  either 
the  “FB”  or  the  “FC”  modifier  is  billed 
and  the  procedure  and  device  codes 
appear  on  the  lists  of  procedures  .and 
devices  to  which  this  policy  applies.  We 
refer  readers  to  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  for  more 
background  information  on  the  “FB”  and 
“FC”  payment  adjustment  policies  (72 
FR  66743  through  66749). 

2.  APCs  and  Devices  Subject  to  the 
Adjustment  Policy 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46253  through  46256),  we 
proposed  to  continue  for  CY  2011  the 
existing  policy  of  reducing  OPPS 
payment  for  specified  APCs  by  100 
percent  of  the  device  offset  amount 


when  a  hospital  furnishes  a  specified 
device  without  cost  or  with  a  full  credit 
and  by  50  percent  of  the  device  offset 
amount  when  the  hospital  receives 
partial  credit  in  the  amount  of  50 
percent  or  more  of  the  cost  for  the 
specified  device.  Because  the  APC 
payments  for  the  related  services  are 
specifically  constructed  to  ensure  that 
the  full  cost  of  the  device  is  included  in 
the  payment,  we  stated  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46253) 
that  we  continue  to  believe  it  is 
appropriate  to  reduce  the  APC  payment 
in  cases  in  which  the  hospital  receives 
a  device  without  cost,  with  full  credit, 
or  with  partial  credit,  in  order  to 
provide  equitable  payment  in  these 
cases.  (We  refer  readers  to  section 
II.A.2.d.(l)  of  this  final  rule  with 
comment  period  for  a  description  of  our 
standard  rate-setting  methodology  for 
device-dependent  APCs).  Moreover,  the 
payment  for  these  devices  comprises  a 
large  part  of  the  APC  p'ayment  on  which 
the  beneficiary  copayment  is  based,  and 
we  continue  to  believe  it  is  equitable 
that  the  beneficiary  cost  sharing  reflects 
the  reduced  costs  in  these  cases. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46253),  we  also  proposed  to 
continue  using  the  three  criteria 
established  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  for 
determining  the  APCs  to  which  this 
policy  applies  (71  FR  68072  through 
68077).  Specifically:  (1)  All  procedures 
assigned  to  the  selected  APCs  must 
involve  implantable  devices  that  would 
be  reported  if  device  insertion 
procedures  were  performed;  (2)  the 
required  devices  must  be  surgically 
inserted  or  implanted  devices  that 
remain  in  the  patient’s  body  after  the 
conclusion  of  the  procedure  (at  least 
temporarily):  and  (3)  the  device  offset 
amount  must  be  significant,  which,  for 
purposes  of  this  policy,  is  defined  as 
exceeding  40  percent  of  the  APC  cost. 
We  proposed  to  continue  to  restrict  the 
devices  to  which  the  APC  payment 
adjustment  would  apply  to  a  specific  set 
of  costly  devices  to  ensure  that  the 
adjustment  would  not  be  triggered  by 
the  implantation  of  an  inexpensive 
device  whose  cost  would  not  constitute 
a  significant  proportion  of  the  total 
payment  rate  for-an  APC.  We  stated  in 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46253)  that  we  continue  to 
believe  these  criteria  are  appropriate 
because  free  devices  and  device  credits 
are  likely  to  be  associated  with 
particular  cases  only  when  the  device 
must  be  reported  on  the  claim  and  is  of 
a  type  that  is  implanted  and  remains  in 
the  body  when  the  beneficiary  leaves 
the  hospital.  We  believe  that  the 


reduction  in  payment  is  appropriate 
only  when  the  cost  of  the  device  is  a 
significant  part  of  the  total  cost  of  the  . 
APC  into  which  the  device  cost  is 
packaged,  and  that  the  40-percent 
threshold  is  a  reasonable  definition  of  a 
significant  cost. 

As  indicated  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46253),  we 
examined  the  offset  amounts  calculated 
from  the  CY  2011  proposed  rule  data 
and  the  clinical  characteristics  of  APCs 
to  determine  whether  the  APCs  to 
which  the  no  cost/full  credit  and  partial 
credit  device  adjustment  policy  applies 
in  CY  2010  continue  to  meet  the  criteria 
for  CY  2011,  and  to  determine  whether 
other  APCs  to  which  the  policy  does  not 
apply  in  CY  2010  would  meet  the 
criteria  for  CY  2011.  Based  on  the  CY 
2009  claims  data  available  for  the- 
proposed  rule,  we  did  not  propose  any 
changes  to  the  APCs  and  devices  to 
which  this  policy  applies.  Table  18  of 
the  CY  2011  OPPS/APC  proposed  rule 
(75  FR  46254)  listed  the  proposed  APCs 
to  which  the  payment  adjustment  policy 
for  no  cost/full  credit  and  partial  credit 
devices  would  apply  in  CY  2011  and 
displayed  thfe  proposed  payment 
adjustment  percentages  for  both  no  cost/ 
full  credit  and  partial  credit 
circumstances.  We  proposed  that  the  no 
cost/full  credit  adjustment  for  each  APC 
to  which  this  policy  would  continue  to 
apply  would  be  the  device  offset 
percentage  for  the  APC  (the  estimated 
percentage  of  the  APC  cost  that  is 
attributable  to  the  device  costs  that  are 
packaged  into  the  APC).  We  also 
proposed  that  the  partial  credit  device 
adjustment  for  each  APC  would 
continue  to  be  50  percent  of  the  no  cost/ 
full  credit  adjustment  for  the  APC.  Table 
19  of  the  CY  2011  OPPS/APC  proposed 
rule  (75  FR  46256)  listed  the  proposed 
devices  to  which  the  payment 
adjustment  policy  for  no  cost/ full  credit 
and  partial  credit  devices  would  apply 
in  CY  2011.  We  stated  in  the  CY  2011 
proposed  rule  (75  FR  46253)  that  we 
would  update  the  lists  of  APCs  and 
devices  to  which  the  no  cost/full  credit 
and  partial  credit  device  adjustment 
policy  would  apply  for  CY  2011, 
consistent  with  the  three  selection 
criteria  discussed  earlier  in  this  section, 
based  on  the  final  CY  2009  claims  data 
available  for  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period. 

Comment:  One  comment  supported 
the  40-percent  threshold  as  a  reasonable 
definition  of  significant  cost  when 
determining  the  APCs  to  which  the  no 
cost/full  credit  and  partial  device 
adjustment  policy  applies.  However,  the 
commenter  expressed  concern  about  the 
application  of  this  standard  and 
questioned  how  CMS  determines  which 


71926  Federal  Register / Vol.  75,  No.  226 / Wednesday,  November  24,  2010 /Rules  and  Regulations 


APCs  meet  the  threshold  based  on 
claims  data.  The  commenter  also 
expressed  concern  that,  for  implantable 
orthopedic  devices  in  particular,  the 
existing  codes  do  not  include  all  of  the 
devices  currently  being  used.  The 
commenter  stated  that  currently 
available  HCPCS  codes  do  not 
comprehensively  describe  all 
implantable  devices,  and  that  this  may, 
negatively  impact  calculations  of  the 
device  offset.  For  example,  the 
commenter  indicated  that  a  large 
number  of  implantable  devices  are 
reported  using  HCPCS  code  Cl  71 3 
{ Anchor/ screw  for  opposing  bone-to- 
bone  or  soft  tissue-to-bone 
(implantable)).  The  commenter 
recommended  that  CMS  evaluate  the 
.adequacy  of  the  device  codes  to 
facilitate  accurate  tracking  and  cost 
estimation.  . 

Response:  We  appreciate  the 
commenter’s  support  for  the  40  percent 
threshold  as  a  reasonable  definition  of 
significant  cost.  As  described  in  the  CY 
2007  OPPS  final  rule  with  comment 
period  (71  FR  68063  through  68066),  we 
calculate  the  APC  offset  amount  used  to 
determine  which  APCs  meet  the  40- 
percent  threshold  by  first  calculating  an 
APC  median  cost  including  device  costs 
and  then  calculating  an  APC  median 
cost  excluding  device  costs  using  single 
bills  that  contain  devices. 

The  device  cost  is  estimated  from  the 
device  HCPCS  codes  present  on  the 
claims  and  charges  in  the  lines  for  four 
specific  revenue  codes:  275  (Medical/ 
Surgical  Supplies:  Pacemaker),  276 
(Medical/Surgical  Supplies:  Intraocular 
lens),  278  (Medical/Surgical  Supplies: 


Other  implants),  and  624  (Medical/ 
Surgical  Supplies:  FDA  investigational 
devices).  We  then  divide  the  “without 
device”  median  cost  by  the  “with 
device”  median  cost  and  subtract  the 
percent  from  100  to  acquire  the  percent 
of  cost  attributable  to  devices  in  the 
APC. 

*  We  do  not  agree  with  the  commenter 
that  the  available  HCPCS  codes  are  not 
sufficiently  specific  to  allow  hospitals  to 
accurately  report  charges  for 
implantable  devices  on  their  claims  and 
for  us  to  derive  accurate  device  offset 
amount  estimates  from  those  claims.  We 
are  aware  that  devices  of  varying 
description  and  cost  are  billed  with 
individual  device  category  codes,  such 
as  HCPCS  code  Cl  71 3,  but  we  do  not 
believe  that  this  limits  hospitals’  ability 
to  report  accurate  costs  and  charges  for 
items  that  may  be  described  by  those 
codes.  Hospitals  must  determine  how 
best  to  accurately  report  costs  and 
charges  for  all  items  and  services  they 
provide,  such  as  assigning  device 
charges  to  a  C-code  or  an  uncoded 
revenue  line.  As  described  above,  we 
use  both  the  C-codes  and  uncoded 
revenue  lines  to  calculate  the  device 
offset. 

After  consideraticHi  of  the  public 
comment  we  received,  we  are  finalizing 
our  CY  2011  proposals,  without 
modification,  to  continue  the 
established  no  cost/full  credit  and 
partial  credit  adjustment  policy.  Table 
25  below  lists  the  APCs  to  which  the 
payment  adjustment  policy  for  no  cost/ 
full  credit  and  partial  credit  devices  will 
apply  in  CY  2011  and  displays  the  final 
payment  adjustment  percentages  for 


both  no  cost/full  credit  and  partial 
credit  circumstances.  Table  26  below 
lists  the  devices  to  which  no  cost/full 
credit  and  partial  credit  device 
adjustment  policy  will  apply  for  CY 
2011,  consistent  with  the  three  selection 
criteria  discussed  earlier  in  this  section, 
based  on  the  final  CY  2009  claims  data 
available  for  this  final  rule  with 
comment  period.  For  CY  2011,  OPPS 
payments  for  implantation  procedures 
to  which  the  “FB”  modifier  is  appended 
are  reduced  by  100  percent  of  the  device 
offset  for  no  cost/full  credit  cases  when 
both  a  device  code  listed  in  Table  26 
below,  is  present  on  the  claim  and  the 
procedure  code  maps  to  an  APC  listed 
in  Table  25  below.  OPPS  payments  for 
implantation  procedures  to  which  the 
“FC”  modifier  is  appended  are  reduced 
by  50  percent  of  the  device  offset  when 
both  a  device  code  listed  in  Table  26  is 
present  on  the  claim  and  the  procedure 
code  maps  to  an  APC  listed  in  Table  25. 
Beneficiary  copayment  is  based  on  the 
reduced  amount  when  either  the  “FB” 
modifier  or  the  “FC”  modifier  is  billed 
and  the  procedure  and  device  codes 
appear  on  the  lists  of  procedures  and 
devices  to  which  this  policy  applies. 

We  note  that  we  are  adding  one  new 
APC  for  CY  2011  to  Table  25,  APC  0318 
(Implantation  of  Cranial 
Neurostimulator  Pulse  Generator  and 
Electrode),  and  deleting  APC  0225 
(Implantation  of  Neurostimulator 
Electrodes,  Cranial  Nerve).  As  discussed 
in  section  II.A.2.d.9.  of  this  final  rule 
with  comment  period,  we  are  making 
changes  to  these  device-dependent 
APCs  in  order  to  accommodate  revisions 
to  coding  in  CY  2011. 


Table  25 — APCs  To  Which  The  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment  Policy  Will  Apply 

IN  CY  201 1 


Final  CY  2011  i 
APC 

r 

CY  201 1  APC  Title 

Final  CY  201 1 
device  offset 
percentage  for 
no  cost/full 
credit  case 

Final  CY  201 1 
device  offset 
percentage  for 
partial  credit 
case 

0039  . 

Level  1  Implantation  of  Neurostimulator  Generator  . 

86 

43 

0040  . 

Percutaneous  Implantation  of  Neurostimulator  Electrodes  . 

58 

29 

0061  . 

Laminectomy,  Laparoscopy,  or  Incision  for  Implantation  of  Neurostimulator  Electrodes . 

64 

32 

0089  . 

Insertion/Replacement  of  Permanent  Pacemaker  and  Electrodes  . 

71 

35 

0090 .  ! 

Insertion/Replacement  of  Pacemaker  Pulse  Generator . 

73 

36 

0106 . 

Insertion/Replacement  of  Pacemaker  Leads  and/or  Electrodes . 

46 

23 

0107 . 

Insertion  of  Cardioverter-Defibrillator . .• . 

88 

44 

0108 .  i 

Insertion/Replacement/Repair  of  Cardioverter-Defibrillator  Leads . 

87 

44 

0227  . 

Implantation  of  Drug  Infusion  Device  . 

81 

41 

0259  . 

j  Level  VII  ENT  Procedures . . . . . 

85 

43 

0315 . 

1  Level  II  Implantation,  of  Neurostimulator  Generator  . . 

88 

44 

0318 . 

i  Implantation  of  Cranial  Neurostimulator  Pulse  Generator  and  Electrode . 

85 

43 

0385  . 

Level  1  Prosthetic  Urological  Procedures  . '. . 

61 

31 

0386 . 

Level  II  Prdsthetic  Urological  Procedures  . . . 

71 

36 

0418 . 

Insertion  of  Left  Ventricular  Pacing  Elect  . 

73 

36 

0425  . 

Level  II  Arthroplasty  or  Implantation  with  Prosthesis  . 

59 

30 

0648 . 

Level  IV  Breast  Surgery  . .-. . 

46 

23 

0654  . 

Insertion/Replacement  of  a  permanent  dual  chamber  pacemaker  . 

74 

37 

0655 . 

Insertion/Replacement/Conversion  of  a  permanent  dual  chamber  pacemaker  . . 

74 

37 
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TABLE  25 — APCs  To  Which  The  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment  Policy  Will  Apply 


IN  CY  2011 — Continued 

Final  CY  201 1 
APC 

CY  201 1  APC  Title  . 

Final  CY  201 1  ! 
device  offset  ! 
percentage  for  i 
no  cost/full 
credit  case 

Final  CY  201 1 
device  offset 
percentage  for 
partial  credit 
case 

0680  . 

Insertion  of  Patient  Activated  Event  Recorders  . 

1  ^ 

35 

Table  26— Devices  To  Which  the 
No  CosT/FOLL  Credit  and  Partial 
Credit  Device  Adjustment  Pol¬ 
icy  Will  Apply  in  CY  201 1 


CY  201 1  1 

device 
HCPCS 
code 

CY  201 1  short  descriptor 

C1721  . 

AlCD,  dual  chamber. 

Cl 722 

AlCD,  single  chamber. 

Cl 728  . 

Cath,  brachytx  seed  adm. 

Cl 764  . 

Event  recorder,  cardiac. 

Cl 767  . 

Generator,  neurostim,  imp. 

Cl 771  . 

Rep  dev,  urinary,  w/sling. 

Cl 772  . 

Infusion  pump,  programmable. 

C1776  . 

Joint  device  (implantable). 

Cl  777  . 

Lead,  AICD,.endo  single  coil. 

Cl 778  . 

Lead,  neurostimulator. 

Cl 779  . 

Lead,  pmkr,  transvenous  VDD. 

Cl  785  . 

Pmkr,  dual,  rate-resp. 

Cl  786  . 

Pmkr,  single,  rate-resp. 

Cl  789  . 

Prosthesis,  breast,  imp. 

C1813  . 

Prosthesis,  penile,  inflatab. 

C1815  . 

Pros,  urinary  sph,  imp. 

Cl 820  . 

Generator,  neuro  rechg  bat  sys. 

Cl  881  . 

Dialysis  access  system. 

Cl  882  . 

AlCD,  other  than  sing/dual. 

Cl  891  . 

Infusion  pump,  non-prog,  perm. 

Cl 895  . 

Lead,  AlCD,  endo  dual  coil. 

Cl  896  . 

Lead,  AlCD,  non  sing/dual. 

Cl  897  . 

Lead,  neurostim,  test  kit. 

Cl 898  . 

Lead,  pmkr,  other  than  trans. 

Cl  899  . 

Lead,  pmkr/AICD  combination. 

Cl  900  . 

Lead  coronary  venous. 

C2619  . 

Pmkr,  dual,  non  rate-resp. 

C2620  . 

Pmkr,  single,  non  rate-resp. 

C2621  . 

Pmkr,  other  than  sing/dual. 

C2622  . 

ProsthesiSj  penile,  non-inf. 

C2626  . 

Infusion  pump,  non-prog,  temp. 

C2631  . 

Rep  dev,  urinary,  w/o  sling. 

L8600  . 

Implant  breast  silicone/eq. 

L8614  . 

Cochlear  device/system. 

L8680  . 

Impit  neurostim  elctr  each. 

L8685  . 

Impit  nrostm  pis  gen  sng  rec. 

L8686  . 

i  Impit  nrostm  pis  gen  sng  non. 

L8687  . 

I  Impit  nrostm  pis  gen  dua  rec. 

L8688  . 

1  Impit  nrostm  pis  gen  dua  non. 

L8690  . 

1  Aud  osseo  dev,  int/ext  comp. 

V.  OPPS  Payment  Changes  for  Drugs, 
Biologicals,  and  Radiopharmaceuticals 

A.  OPPS  Transitional  Pass-Through 
Payment  for  Additional  Costs  of  Drugs, 
Biologicals,  and  Radiopharmaceuticals 

1.  Background 

Section  1833(t)(6)  of  the  Act  provides 
for  temporary  additional  payments  or 
“transitional  pass-through  payments”  for 
certain  drugs  and  biologicals  (also 


referred  to  as  biologies).  As  enacted  by 
the  Medicare,  Medicaid,  and  SCHIP 
Balanced  Budget  Refinement  Act 
(BBRA)  of  1999  (Pub.  L.  106-113),  this 
provision  requires  the  Secretary  to  makfe 
additional  payments  to  hospitals  for 
current  orphan  drugs,  as  designated 
under  section  526  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (Pub.  L.  107- 
186);  current  drugs  and  biologicals  and 
brachytherapy  sources  used  for  the 
treatment  of  cancer;  and  current 
radiopharmaceutical  drugs  and 
biologicals.  For  those  drugs  and 
biologicals  referred  to  as  “current,”  the 
transitional  pass-through  payment 
began  on  the  first  date  the  hospital 
OPPS  was  implemented. 

Transitional  pass-through  payments 
also  are  provided  for  certain  “new” 
drugs  and  biologicals  that  were  not 
being  paid  for  as  an  HOPD  service  as  of 
December  31, 1996,  and  whose  cost  is 
“not  insignificant”  in  relation  to  the 
OPPS  payments  for  the  procedures  or 
services  associated  with  the  new  drug  or 
biological.  For  pass-through  payment 
purposes,  radiopharmaceuticals  are 
included  as  “drugs.”  Under  the  statute, 
transitional  pass-through  payments  for  a 
drug  or  biological  described  in  section 
1833(t)(6)(C)(i)(II)  of  the  Act  can  be 
made  for  a  period  of  at  least  2  years  but 
not  more  than  3  years  after  the  product’s 
first  payment  as  a  hospital  outpatient 
service  under  Medicare  Part  B.  CY  2011 
pass-through  drugs  and  biologicals  and 
their  designated  APCs  are  assigned 
status  indicator  “G”  in  Addenda  A  and 
B  to  this  final  rule  with  comment 
period. 

Section  1833(t)(6)(D)(i)  of  the  Act 
specifies ‘that  the  pass-through  payment 
amount,  in  the  case  of  a  drug  or 
biological,  is  the  amount  by  which  the 
amount  determined  under  section 
1842(o)  of  the  Act  for  the  drug  or 
biological  exceeds  the  portion  of  the 
otherwise  applicable  Medicare  OPD  fee 
schedule  that  the  Secretary  determines 
is  associated  with  the  drug  or  biological. 
If  the  drug  or  biological  is  covered 
under  a  competitive  acquisition  contract 
under  section  1847B  of  the  Act,  the 
pass-through  payment  amount  is 
determined  by  the  Secretary  to  be  equal 
to  the  average  price  for  the  drug  or 
biological  for  all  competitive  acquisition 


areas  and  the  year  established  under 
such  section  as  calculated  and  adjusted 
by  the  Secretary.' 

This  methodology  for  determining  the 
pass-through  payment  amount  is  set 
forth  in  regulations  at  42  CFR  419.64, 
which  specify  that  the  pass-through 
payment  equals  the  amount  determined 
under  section  1842(o)  of  the  Act  minus 
the  portion  of  the  APC  payment  that 
CMS  determines  is  associated  with  the 
drug  or  biological.  Section  1847A  of  the 
Act  establishes  the  use  of  the  average 
sales  price  (ASP)  methodology  as  the 
basis  for  payment  for  drugs  and 
biologicals  described  in  section 
1842(o)(l)(C)  of  the  Act  that  are 
furnished  on  or  after  January  1,  2005. 
The  ASP  methodology,  as  applied  under 
the  OPPS,  uses  several  sources  of  data 
as  a  basis  for  payment,  including  the 
ASP,  the  wholesale  acquisition  cost 
(WAG),  and  the  average  wholesale  price 
(AWP).  In  this  final  rule  with  comment 
period,  the  term  “ASP  methodology” 
and  “ASP-based”  are  inclusive  of  all 
data  sources  and  methodologies 
described  therein.  Additional 
information  on  the  ASP  methodology 
can  be  found  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ 
McrPartBDrugAvgSalesPrice. 

As  noted  above,  section 
1833(t)(6)(D)(i)  of  the  Act  also  provides 
that,  if  a  drug  or  biological  is  covered 
under  a  competitive  acquisition  contract 
under  section  1847B  of  the  Act,  the 
payment  rate  is  equal  to  the  average 
price  for  the  drug  or  biological  for  all 
competitive  acquisition  areas  and  the 
year  established  as  calculated  and 
adjusted  by  the  Secretary.  Section 
1847B  of  the  Act  establishes  the 
payment  methodology  for  Medicare  Part 
B  drugs  and  biologicals  under  the 
competitive  acquisition  program  (CAP). 
The  Part  B  drug  CAP  was  implemented 
on  July  1,  2006,  and  included 
approximately  190  of  the  most  common 
Part  B  drugs  provided  in  the  physician’s 
office  setting.  As  we  noted  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68633),  the  Part 
B  drug  CAP  program  was  postponed 
beginning  in  CY  2009  (Medicare 
Learning  Network  (MLN)  Matters 
Special  Edition  0833,  available  via  the 
Web  site:  http://www.medicare.gov).  As 
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of  publication  of  this  final  rule  with 
comment  period,  the  postponement  of 
the  Part  B  drug  CAP  program  remains  in 
effect  and,  there  is  no  effective  CAP 
program  rate  for  pass-through  drugs  and 
biologicals  as  of  January  1,  2009. 
Consistent  with  what  we  indicated  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60466),  if  the 
program  is  reinstituted  during  CY  2011 
and  Part  B  drug  CAP  rates  become 
available,  we  would  again  use  the  Part 
B  drug  CAP  rate  for  pass-through  drugs 
and  biologicals  if  they  are  a  part  of  the 
Part  B  drug  CAP  program.  Otherwise, 
we  would  continue  to  use  the  rate  that 
would  be  paid  in  the  physician’s  office 
setting  for  drugs  and  biologicals  with 
pass-through  status. 

For  CYs  2005,  2006,  and  2007,  we 
estimated  the  OPPS  pass-through 
payment  amount  for  drugs  and 
biologicals  to  be  zero  based  on  our 
interpretation  that  the  “otherwise 
applicable  Medicare  OPD  fee  schedule” 
amount  was  equivalent  to  the  amount  to 
be  paid  for  pass-through  drugs  and 
biologicals  under  section  1842(o)  of  the 
Act  (or  section  1847B  of  the  Act,  if  the 
drug  or  biological  is  covered  under  a 
competitive  acquisition  contract).  We 
concluded  for  those  years  that  the 
resulting  difference  between  these  two 
rates  would  be  zero.  For  CYs  2008  and 

2009,  we  estimated  the  OPPS  pass¬ 
through  payment  amount  for  drugs  and 
biologicals  to  be  $6.6  million  and  $23.3 
million,  respectively.  For  CY  2010,  we 
estimated  the  OPPS  pass-through 
payment  estimate  for  drugs  and 
biologicals  to  be  $35.5  million.  Our 
OPPS  pass-through  payment  estimate 
for  drugs  and  biologicals  in  CY  2011  is 
$15.5  million,  which  is  discussed  in 
section  Vl.B.  of  this  final  rule  with 
comment  period. 

The  pass-through  application  and 
review  process  for  drugs  and  biologicals 
is  explained  on  the  CMS  Web  site  at: 
http:/ /w'ww.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
04_passthrough_payment.asp. 

2.  Drugs  and  Biologicals  With  Expiring 
Pass-Through  Status  in  CY  2010 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46257  through  46258),  we 
proposed  that  the  pass-through  status  of 
18  drugs  and  biologicals  would  expire 
on  December  31,  2010,  as  listed  in  Table 
20  of  the  proposed  rule  (75  FR  46258). 
All  of  these  drugs  and  biologicals  will 
have  received  OPPS  pass-through 
payment  for  at  least  2  years,  and  no 
more  than  3  years,  by  December  31, 

2010.  These  drugs  and  biologicals  were 
approved  for  pass-through  status  on  or 
before  January  1,  2009.  With  the 
exception  of  those  groups  of  drugs  and 


biologicals  that  are  always  packaged 
when  they  do  not  have  pass-through 
status,  specifically  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals,  our 
standard  methodology  for  providing 
payment  for  drugs  and  biologicals  with 
expiring  pass-through  status  in  an 
upcoming  calendar  year  is  to  determine 
the  product’s  estimated  per  day  cost  and 
compare  it  with  the  OPPS  drug 
packaging  threshold  for  that  calendar 
year  (which  is  $70  for  CY  2011),  as 
discussed  further  in  section  V.B.2.  of 
this  final  rule  with  comment  period.  If 
the  drug’s  or  biological’s  estimated  per 
day  cost  is  less  than  or  equal  to  the 
applicable  OPPS  drug  packaging 
threshold,  we  would  package  payment 
for  the  drug  or  biological  into  the 
payment  for  the  associated  procedure  in 
the  upcoming  calendar  year.  If  the 
estimated  per  day  cost  of  the  drug  or 
biological  is  greater  than  the  OPPS  drug  . 
packaging  threshold,  we  would  provide 
separate  payment  at  the  applicable 
relative  ASP-based  payment  amount 
(which  is  at  ASP+5  percerit  for  CY  2011, 
as  discussed  further  in  section  V.B.3.  of 
this  final  rule  with  comment  period). 
Section  V.B.2.d.  of  this  final  rule  with 
comment  period  discusses  the 
packaging  of  all  nonpass-through 
contrast  agents,  diagnostic 
radiopharmaceuticals,  and  implantable 
biologicals. 

Two  of  the  products  for  which  we 
proposed  to  expire  pass-through  status 
in  CY  201 1  are  biologicals  that  are 
solely  surgically  implanted  according  to 
their  Food  and  Drug  Administration 
approved  indications.  As  discussed  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60467),  we 
package  payment  for  those  implantable 
biologicals  that  have  expiring  pass- 
though  status  into  payment  for  the 
associated  surgical  procedure.  In  the  CY 
2011  OPPS/ASC  proposed  rule,  we 
proposed  to  package  payment  for  two 
products  described  by  HCPCS  codes 
C9356  (Tendon,  porous  matrix  of  cross- 
linked  collagen  and  glycosaminoglycan 
matrix  (TenoGlide  Tendon  Protector 
Sheet),  per  square  centimeter)  and 
C9359  (Porous  purified  collagen  matrix 
bone  void  filler  (Integra  Mozaik 
Osteoconductive  Scaffold  Putty,  Integra 
OS  Osteoconductive  Scaffold  Putty),  per 
0.5  cc). 

To  date,  for  other  nonpass-through 
biologicals  paid  under  the  OPPS  that 
may  sometimes  be  used  as  implantable 
devices,  we  have  instructed  hospitals, 
via  Transmittal  1336,  Change  Request 
5718,  dated  September  14,  2007,  to  not 
separately  bill  for  drug  and  biological 
TlCPCS  codes  for  the  biologicals  when 
they  are  used  as  implantable  devices 


(including  as  a  scaffold  or  an  alternative 
to  human  or  nonhuman  connective 
tissue  or  mesh  used  in  a  graft)  during 
surgical  procedures.  When  using  drugs 
and  biologicals  during  surgical 
procedures  as  implantable  devices, 
hospitals  may  include  the  charge  for 
these  items  in  their  charge  for  the 
procedure,  report  the  charge  on  an 
uncoded  revenue  center  line,  or  report 
the  charge  under  a  device  HCPCS  code 
if  one  exists,  so  the  costs  would 
appropriately  contribute  to  the  future 
median  setting  for  the  associated 
procedure.  In  such  cases,  we  consider 
payment  for  the  biological  used  as  an 
implantable  device  in  a  specific  clinical 
case  to  be  included  in  payment  for  the 
surgical  procedure. 

As  we  established  in  the  CY  2003 
OPPS  final  rule  with  comment  period 
(67  FR  66763),  when  the  pass-through 
payment  period  for  an  implantable 
device  ends,  it  is  standard  OPPS  policy 
to  package  payment  for  the  implantable 
device  into  payment  for  its  associated 
surgical  procedure.  We  consider 
nonpass-through  implantable  devices  to 
be  integral  and  supportive  items  and 
services  for  which  packaged  payment  is 
most  appropriate.  According  to  our 
regulations  at  §  419.2(b),  as  a 
prospective  payment  system,  the  OPPS 
establishes  a  national  payment  rate  that 
includes  operating  and  capital-related 
costs  that  are  directly  related  and 
integral  to  performing  a  procedure  or 
furnishing  a  service  on  an  outpatient 
basis  including,  but  not  limited  to, 
implantable  prosthetics,  implantable 
durable  medical  equipment,  and 
medical  and  surgical  supplies. 

Therefore,  when  the  period  of 
nonbiological  device  pass-through 
payment  ends,  we  package  the  costs  of 
the  devices  no  longer  eligible  for  pass¬ 
through  payment  into  the  costs  of  the 
procedures  with  which  the  devices  were 
reported  in  the  claims  data  used  to  set 
the  payment  rates  for  the  upcoming 
calendar  year.  As  described  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68634),  we 
believed  that  this  policy  to  package 
payment  for  implantable  devices  that 
are  integral  to  the  performance  of 
separately  paid  procedures  should  also 
apply  to  payment  for  implantable 
biologicals  without  pass-through  status, 
when  those  biologicals  are  used  as 
implantable  devices.  As  stated  above, 
implantable  biologicals  may  be  used  in 
place  of  other  implantable  nonbiological 
devices  whose  costs  are  already 
accounted  for  in  the  associated 
procedural  APC  payments  for  surgical 
procedures.  If  we  were  to  provide 
separate  payment  for  these  implantable 
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biologicals  without  pass-through  status, 
we  would  potentially  he  providing 
duplicate  device  payment,  hoth  through 
the  packaged  nonbiological  device  cost 
included  in  the  surgical  procedure’s 
payment  and  separate  biological 
payment.  We  indicated  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68634)  that  we  saw  no 


basis  for  treating  implantable  biological 
and  nonbiological  devices  without  pass¬ 
through  status  differently  for  OPPS 
payment  purposes  because  both  are 
integral  to  and  supportive  of  the 
separately  paid  surgical  procedures  in 
which  either  may  be  used. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  expire  the 


18  drugs  and  biologicals  that  were 
identified  in  the  proposed  rule  from 
pass-through  status,  effective  December 
31,  2010.  We  are  finalizing  our  proposal, 
without  modification,  to  expire  the 
pass-through  status  of  the  18  drugs  and 
biologicals  listed  in  Table  27  below, 
effective  December  31,  2010. 


Table  27— Drugs  and  Biologicals  for  Which  Pass-Through  Status  Will  Expire  December  31,  2010 


CY  2010 
HCPCS 
Code 

CY  2011 
HCPCS 
Code 

CY  201 1  long  descriptor 

Final  CY  201 1 

SI 

Final  CY  2011 
APC 

A9581 

A9581  . 

Injection,  gadoxetate  disodium,  1  ml  . . . . . 

N 

N/A 

C9248 

C9248  .;.... 

Injection,  clevidipien  butyrate,  1  mg . . . 

K 

9248 

C9356 

C9356  . 

Tendon,  porous  matrix  of  cross-linked  collagen  and  glycosaminoglycan  matrix 
(TenoGlide  Tendon  Protector  Sheet),  per  square  centimeter. 

N 

N/A 

C9358 

C9358  . 

Dermal  substitute,  native,  non-denatured  collagen,  fetal  bovine  origin  (SurgiMend 
Collagen  Matrix),  per  0.5  square  centimeters. 

K 

9358 

C9359 

C9359  . 

Porous  purified  collagen  matrix  bone  void  filler  (Integra  Mozaik  Osteoconductive 
Scaffold  Putty,  Integra  OS  Osteoconductive  Scaffold  Putty),  per  0.5  cc. 

N 

,N/A 

J1267 

J1267  . 

Injection,  doripenem,  10  mg . 

N 

N/A 

J1453 

J1453  . 

Injection,  fosaprepitant,  1  mg . 

K 

9242 

J1459 

J1459  . 

Injection,  immune  globulin  (privigen),  intravenous,  non-lyophilized  {e.g.  liquid),  500 

K 

1214 

J1571 

J1571  . 

Injection,  hepatitis  b  immune  globulin  (hepagam  b),  intramuscular,  0.5  ml  . 

K 

0946 

J1573 

J1573  . 

Injection,  hepatitis  B  immune  globulin  (Hepagam  B),  intravenous,  0.5  ml . 

K 

1138 

J1953 

J1953  . 

Injection,  levetiracetam,  10  mg  . . 

N 

N/A 

J2785 

J2785  . 

Injection,  regadenoson,  0.1  mg . 

K 

9244 

J2796 

J2796  . 

Injection, romiplostim,  10  micrograms . 

K 

9245 

J9033 

J9033  . 

Injection,  bendamustine  hcl,  1  mg  . 

K 

9243 

J9207 

J9207  . 

Injection,  ixabepilone,  1  mg  . 

K 

9240 

J9225 

J9225  . 

Histrelin  implant  (vantas),  50  mg  . 

K 

1711 

J9226 

J9226  . 

Histrelin  implant  (supprelin  la),  50  mg  . .'. . 

K 

1142 

Q4114 

Q4114  . 

Dermal  substitute,  granulated  cross-linked  collagen  and  glycosaminoglycan  matrix 
(Flowable  Wound  Matrix),  1  cc. 

K 

1251 

3.  Drugs,  Biologicals,  and 
Radiopharmaceuticals  With  New  or 
Continuing  Pass-Through  Status  in  CY 
2011 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46258),  we  proposed  to 
continue  pass-through  status  in  CY  2011 
for  31  drugs  and  biologicals.  None  of 
these  drugs  and  biologicals  will  have 
received  OPPS  pass-through  payment 
for  at  least  2  years  and  no  more  than  3 
years  by  December  31,  2010.  These 
drugs  and  biologicals,  which  were 
approved  for  pass-through  status 
between  April  1,  2009  and  July  1,  2010, 
were  listed  in  Table  21  of  the  proposed 
rule.  The  APCs  and  HCPCS  codes  for 
these  drugs  and  biologicals  were 
assigned  status  indicator  “G”  in 
Addenda  A  and  B  to  the  proposed  rule 
(75  FR  46259). 

Section  1833(t)(6)(D)(i)  of  the  Act  sets 
the  amount  of  pass-through  payment  for 
pass-through  drugs  and  biologicals  (the 
pass-thiough  payment  amount)  as  the 
difference  between  the  amount 
authorized  under  section  1842(o)  of  the 
Act  (or,  if  the  drug  or  biological  is 
covered  under  a  CAP  under  section 
1847B  of  the  Act,  an  amount  determined 


by  the  Secretary  equal  to  the  average 
price  for  the  drug  or  biological  for  all 
competitive  acquisition  areas  and  the 
year  established  under  such  section  as 
calculated  and  adjusted  by  the 
Secretary)  and  the  portion  of  the 
otherwise  applicable  OPD  fee  schedule 
that  the  Secretary  determines  is 
associated  with  the  drug  or  biological. 
Payment  for  drugs  and  biologicals  with 
pass-through  status  under  the  OPPS  is 
currently  made  at  the  physician’s  office 
payment  rate  of  ASP-i-6  percent.  In  the 
proposed  rule,  we  stated  that  we  believe 
it  is  consistent  with  the  statute  to 
continue  to  provide  payment  for  drugs 
and  biologicals  with  pass-through  status 
at  a  rate  of  ASP+6  percent  in  CY  2011, 
the  amount  that  drugs  and  biologicals 
receive  under  section  1842(o)  of  the  Act. 
Thus,  for  CY  2011,  we  proposed  to  pay 
for  pass-through  drugs  and  biologicals  at 
ASP+6  percent,  equivalent  to  the  rate 
these  drugs  and  biologicals  would 
receive  in  the  physician’s  office  setting 
in  CY  2011.  We  proposed  that  a  zero 
pass-through  payment  amount  would  be 
paid  for  most  pass-through  drugs  and 
biologicals  under  the  CY  2011  OPPS 
because  the  difference  between  the 


amount  authorized  under  section 
1842(o)  of  the  Act,  which  is  ASP+6 
percent,  and  the  portion  of  the 
otherwise  applicable  OPD  fee  schedule 
that  the  Secretary  determines  is 
appropriate,  proposed  at  ASP+6 
percent,  is  zero.  In  the  case  of  pass¬ 
through  contrast  agents,  diagnostic 
radiopharmaceuticals,  and  implantable 
biologicals,  their  pass-through  payment 
amount  would  be  equal  to  ASP+6 
percent  because,  if  not  on  pass-through 
status,  payment  for  these  products 
would  be  packaged  into  the  associated 
procedures. 

In  addition,  we  proposed  to  continue 
to  update  pass-through  payment  rates 
on  a  quarterly  basis  on  the  CMS  Web 
site  during  CY  2011,  if  later  quarter  ASP 
submission  (or  more  recent  WAC  or 
AWP  information,  as  applicable) 
indicate  that  adjustments  to  the 
payment  rates  for  these  pass-through 
drugs  or  biologicals  are  necessary.  For  a 
full  description  of  this  policy,  we  refer 
readers  to  the  CY  2006  OPPS/ASC  final 
rule  with  comment  period  (70  FR  42722 
and  42723).  If  the  Part  B  drug  CAP  is 
reinstated  during  CY  2011,  and  a  drug 
or  biological  that  has  been  granted  pass- 
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through  status  for  CY  2011  becomes 
covered  under  the  Part  B  drug  CAP,  we 
proposed  to  provide  pass-though 
payment  at  the  Part  B  drug  CAP  rate  and 
to  make  the  adjustments  to  the  payment 
rates  for  these  drugs  and  biologicals  on 
a  quarterly  basis,  as  appropriate.  As  is 
our  standard  methodology,  we  annually 
review  new  permanent  HCPCS  codes 
and  delete  temporary  HCPCS  C-codes  if 
an  alternate  permanent  HCPCS  code  is 
available  for  purposes  of  OPPS  billing 
and  payment. 

In  CY  2011,  as  is  consistent  with  our 
CY  2010  policy  for  diagnostic  and 
therapeutic  radiopharmaceuticals,  we 
proposed  to  provide  payment  for  both 
diagnostic  and  therapeutic 
radiopharmaceuticals  that  are  granted 
pass-through  status  based  on  the  ASP 
methodology.  As  stated  above,  for 
purposes  of  pass-through  payment,  we 
consider  radiopharmaceuticals  to  be 
drugs  under  the  OPPS.  Therefore,  if  a 
diagnostic  or  therapeutic 
radiopharmaceutical  receives  pass¬ 
through  status  during  CY  2011,  we 
proposed  to  follow  the  standard  ASP 
methodology  to  determine  the  pass¬ 
through  payment  rate  that  drugs  receive 
under  section  1842(o)  of  the  Act,  which 
is,  ASP+6  percent.  If  ASP  data  are  not 
available  for  a  radiopharmaceutical,  we 
proposed  to  provide  pass-through 
payment  at  WAC+6  percent,  the 
equivalent  payment  provided  to  pass¬ 
through  drugs  and  biologicals  without 
ASP  information.  If  WAC  information  is 
also  not  available,  we  proposed  to 
provide  payment  for  the  pass-through 
radiopharmaceutical  at  95  percent  of  its 
most  recent  AWP. 

As  discussed  in  more  detail  in  sectiom 
V.B.2.d.  of  this  final  rule  with  comment 
period,  over  the  last  3  years,  we 
implemented  a  policy  whereby  payment 
for  all  nonpass-through  diagnostic 
■radiopharraaceuticals,  contrast  agents, 
and  implantable  biologicals  is  packaged 
into  payment  for  the  associated 
procedure.  In  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46271),  we 
proposed  to  continue  the  packaging  of 
these  items,  regardless  of  their  per  day 
cost,  in  CY  2011.  As  stated  earlier,  pass¬ 
through  payment  is  the  difference 
between  the  amount  authorized  under 
section  1842(o)  of  the  Act  (or,  if  the  drug 
or  biological  is  covered  under  a  CAP 
under  section  1847B  of  the  Act,  an 
amount  determined  by  the  Secretary 
equal  to  the  average  price  for  the  drug 
or  biological  for  all  competitive 
acquisition  areas  and  the  year 
established  under  such  section  as 
calculated  and  adjusted  by  the 
Secretary)  and  the  portion  of  the 
otherwise  applicable  OPD  fee  schedule 
that  the  Secretary  determines  is 


associated  with  the  drug  or  biological. 
Because  payment  for  a  drug  that  is 
either  a  diagnostic  radiopharmaceutical 
or  a  contrast  agent  (identified  as  a 
“policy-packaged”  drug,  first  described 
in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68639))  or 
for  an  implantable  biological  (which  we 
consider  to  be  a  device  when  it 
functions  as  an  implantable  device  for 
all  payment  purposes,  as  discussed  in 
sections  V.A.4.  and  V.B.2.d.  of  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60458))  would 
otherwise  be  packaged  if  the  product 
did  not  have  pass-through  status,  we 
believe  the  otherwise  applicable  OPPS 
payment  amount  would  be  equal  to  the 
“policy-packaged”  drug  or  device  APC 
offset  amount  for  the  associated  clinical 
APC  in  which  the  drug  or  biological  is 
utilized.  The  calculation  of  the  “policy- 
packaged”  drug  and  device  APC  offset 
amounts  are  described  in  more  detail  in 
section  IV.A.2.  of  this  final  rule  with 
comment  period.  It  follows  that  the 
copayment  for  the  nonpass-through 
payment  portion  (the  otherwise 
applicable  fee  schedule  amount  that  we 
would  also  offset  from  payment  for  the 
drug  or  biological  if  a  payment  offset 
applies)  of  the  total  OPPS  payment  for 
those  drugs  and  biologicals  would, 
therefore,  be  accounted  for  in  the 
copayment  for  the  associated  clinical 
APC  in  which  the  drug  or  biological  is 
used. 

According  to  section  1833(t)(8)(E)  of 
the  Act,  the  amount  of  copayment 
associated  with  pass-through  items  is 
equal  to  the  amount  of  copayment  that 
would  be  applicable  if  the  pass-through 
adjustment  vyas  not  applied.  Therefore, 
as  we  did  in  CY  2010,  we  proposed  to 
continue  to  set  the  associated 
copayment  amount  for  pass-through 
diagnostic  radiopharmaceuticals, 
contrast  agents,  and  implantable 
biologicals  that  would  otherwise  be 
packaged  if  the  item  did  not  have  pass¬ 
through  status  to  zero  for  CY  2011.  The 
separate  OPPS  payment  to  a  hospital  for 
the  pass-through  diagnostic 
radiopharmaceutical,  contrast  agent,  or 
implantable  biological,  after  taking  into 
account  any  applicable  payment  offset 
for  the  item  due  to  the  device  or  “policy- 
packaged”  APC  offset  policy,  is  the 
item’s  pass-through  payment,  which  is 
not  subject  to  a  copayment  according  to 
the  statute.  Therefore,  we  proposed  to 
not  publish  a  copayment  amount  for 
these  items  in  Addenda  A  and  B  to  the 
proposed  rule. 

As  is  our  standard  methodology,  we 
annually  review  new  permanent  HCPCS 
codes  and  delete  temporary  HCPCS 
C-codes  if  an  alternative  permanent 
HCPCS  code  is  available  for  purposes  of 


OPPS  billing  and  payment.  We 
specifically  review  drugs  with  pass- 
through  status  for  CY  2011  that  will 
change  from  C-code  to  a  permanent 
J-code  for  CY  2011.  For  our  CY  2011 
review,  we  have  determined  that  HCPCS 
code  J2426  (Injection,  paliperidone 
palmitate,  extended  release,  1  mg) 
describes  the  product  reported  under 
HCPCS  code  C9255  (Injection, 
paliperidone  palmitate,  1  mg);  HCPCS 
code  J7312  (Injection,  dexamethasone 
intravitreal  implant,  0.1  mg)  describes 
the  product  reported  under  HCPCS  code 
C9256  (Injection,  dexamethasone 
intravitreal  implant,  0.1  mg);  HCPCS 
code  J3095  (Injection,  telavancin,  10  mg) 
describes  the  product  reported  under 
HCPCS  code  C9258  (Injection, 
telavancin,  10  mg);  HCPCS  code  J9307 
(Injection,  pralatrexate,  1  mg)  describes 
the  product  reported  under  HCPCS  code 
C9259  (Injection,  pralatrexate,  1  mg); 
HCPCS  code  J9302  (Injection, 
ofatumumab,  10  mg)  describes  the 
product  reported  under  HCPCS  code 
C9260  (Injection,  ofatumumab,  10  mg); 
HCPCS  code  J3357  (Injection, 
ustekinumab,  1  mg)  describes  the 
product  reported  under  HCPCS  code 
C9261  (Injection,  ustekinumab,  1  mg); 
HCPCS  code  J1290  (Injection, 
ecallantide,  1  mg)  describes  the  product 
reported  under  HCPCS  code  C9263 
(Injection,  ecallantide,  1  mg);  HCPCS 
code  J3262  (Injection,  tocilizumab,  1 
mg)  describes  the  product  reported 
under  HCPCS  code  C9264  (Injection, 
tocilizumab,  1  mg);  HCPCS  code  J9315 
(Injection,  romidepsin,  1  mg)  describes 
the  product  reported  under  HCPCS  code 
C9265  (Injection,  romidepsin,  1  mg); 
HCPCS  code  J0775  (Injection, 
collagenase  Clostridium  histolyticum, 
0.01  mg)  describes  the  product  reported 
under  HCPCS  code  C9266  (Injection, 
collagenase  Clostridium  histolyticum, 

0.1  mg);  HCPCS  code  J7184  (Injection, 
von  Willebrand  factor  complex 
(human),  Wilate,  per  100  lU  VWF:  RCO) 
describes  the  product  reported  under 
HCPCS  code  C9267  (Injection,  von 
Willebrand  factor  complex  (human), 
Wilate,  per  100  lU  VWF;  RCO);  HCPCS 
code  J7335  (Capsaicin  8%  patch,  per  10 
square  centimeters)  describes  the 
product  reported  under  HCPCS  code 
C9268  (Capsaicin,  patch,  10cm2); 
HCPCS  code  J0597  (Injection,  C-1 
Esterase  inhibitor  (human),  Berinert,  10 
units)  describes  the  product  reported 
under  HCPCS  code  C9269  (Injection,  C- 
1  Esterase  inhibitor  (human),  Berinert, 
10  units);  HCPCS  code  J3385  (Injection, 
velaglucerase  alfa,  100  units)  describes 
the  product  reported  under  HCPCS  code 
C9271  (Injection,  velaglucerase  alfa,  100 
units);  and  HCPCS  code  J8562 
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(Fludarabine  phosphate,  oral,  10  mg) 
describes  the  product  reported  under 
HCPCS  code  Q2025  (Fludarabine 
phosphate,  oral,  1  mg). 

Comment:  Several  commenters 
supported  CMS’  proposal  to  provide 
payment  at  ASP+6  percent  for  drugs, 
biologicals,  contrast  agents,  and 
radiopharmaceuticals  that  are  granted 
pass-through  status.  One  commenter 
approved  of  the  proposal  to  use  the  ASP 
methodology  that  would  provide 
payment  based  on  WAC  if  ASP 
information  is  not  available,  and 
payment  at  95  percent  of  AWP  if  WAC 
information  is  not  available.  Some 
commenters  requested  that  CMS  - 
provide  an  additional  payment  for 
radiopharmaceuticals  that  are  granted 
pass-through  status. 

Response:  As  discussed  above,  the 
statutorily  mandated  pass-through 
payment  for  CY  2011,  in  general,  equals 
the  amount  determined  under  section 
1842(o)  of  the  Act  minus  the  portion  of 
the  APC  payment  that  CMS  determines 
is  associated  with  the  drug  or  biological. 
Therefore,  the  pass-through  payment  is 
determined  by  subtracting  the  otherwise 
applicable  payment  amount  under  the 
OPPS  (determined  to  be  ASP-^5  percent 
for  CY  2011)  from  the  amount 
determined  under  section  1842(o)  of  the 
Act  (ASP+6  percent). 

For  CY  2011,  consistent  with  our  CY 
2010  payment  policy  for  diagnostic  and 
therapeutic  radiopharmaceuticals,  we 
proposed  to  provide  payment  for  both- 
diagnostic  and  therapeutic 
radiopharmaceuticals  with  pass-through 
status  based  on  the  ASP  methodology. 

As  stated  above,  the  ASP  methodology, 
as  applied  under  the  OPPS,  uses  several 
sources  of  data  as  a  basis  for  payment, 
including  the  ASP,  WAC  if  ASP  is 
unavailable,  and  95  percent  of  the 
radiopharmaceutical’s  most  recent  AWP 
if  ASP  and  WAC  are  unavailable.  For 
purposes  of  pass-through  payment,  we  • 
consider  radiopharmaceuticals  to  be 
drugs  under  the  OPPS.  Therefore,  if  a 
diagnostic  or  therapeutic 
radiopharmaceutical  receives  pass¬ 
through  status  during  CY  2011,  we 
proposed  to  follow  the  standard  ASP 
methodology  to  determine  its  pass¬ 
through  payment  rate  under  the  OPPS. 
We  have  routinely  provided  a  single 
payment  for  drugs,  biologicals,  and 
radiopharmaceuticals  under  the  OPPS 
to  account  for  the  acquisition  and 
pharmacy  overhead  costs,  including 
compounding  costs.  We  continue  to 
believe  that  a  single  payment  is 
appropriate  for  diagnostic 
radiopbarmaceuticals  with  pass-through 
status  in  CY  201.1  and  that  the  payment 
rate  of  ASP+6  percent  (or  payment 
based  on  the  ASP  methodology)  is 


appropriate  to  provide  payment  for  both 
the  radiopharmaceutical’s  acquisition 
cost  and  any  associated  nuclear 
medicine  handling  and  compounding 
costs.  We  refer  reader  to  section  V.B.3.C. 
of  this  final  rule  with  comment  period 
for  further  discussion  of  payment  for 
therapeutic  radiopharmaceuticals  based 
on  ASP  information  submitted  by 
manufacturers  and  the  CMS  Web  site  at: 
http://www.cms.gov/ 

HospitalOu  tpatien  tPPS/. 

Comment:  Some  commenters 
expressed  concern  that  a 
radiopharmaceutical  may  receive  pass¬ 
through  payment  for  a  period  of 
possibly  only  2  years.  Several 
commenters  recommended  providing 
pass-through  payment  for  approved 
radiopharmaceuticals  for  a  full  3  year 
time  period  to  allow  hospitals  time  to 
incorporate  new  products  into  their 
chargemasters  and  billing  practices. 

Response:  The  statute  specifically 
allows  for  pass-through  payment  for 
drugs  and  biologicals  to  be  made  for  at 
least  2  years,  but  no  more  than  3  years. 
We  believe  this  period  of  payment 
facilitates  dissemination  of  these  new 
products  into  clinical  practice  and  for 
the  collection  of  hospital  claims  data 
reflective  of  their  costs  for  future  OPPS 
ratesetting.  Our  longstanding  practice 
has  been  to  provide  pass-through 
payment  for  a  period  of  2  to  3  years, 
with  expiration  of  pass-through  status 
proposed  and  finalized  through  the 
annual  rulemaking  process.  Each  year, 
when  proposing  to  expire  the  pass¬ 
through  status  of  certain  drugs  and 
biologicals,  we  examine  our  claims  data 
for  these  products.  We  observe  that 
hospitals  typically  have  incorporated 
these  products  into  their  chargemasters 
based  on  the  utilization  and  co.sts 
observed  in  our  claims  data.  Under  the 
existing  pass-througb  policy,  which  has 
been  generally  supported  by 
commenters,  we  begin  pass-through 
payment  on  a  quarterly  basis  that 
depends  on  when  applications  are 
submitted  to  us  for  consideration  and 
we  expire  pass-through  status  only  on 
an  annual  basis,  so  there  is  no  way  to 
ensure  that  all  pass-through  drugs  and 
biologicals  receive  pass-through 
payment  for  a  full  3  years,  while  also 
providing  pass-through  payment  for  no 
<  more  than  3  years  as  the  statute 
requires.  Therefore,  we  will  continue  to 
provide  drug  and  biologicals  pass¬ 
through  payment  for  at  least  2  years,  but 
no  more  than  3  years,  as  required  by  the 
statute. 

There  is  currently  one  diagnostic 
radiopharmaceutical,  described  by 
HCPCS  code  A9582  (Iodine  1-123 
iobenguane,  diagnostic,  per  study  dose, 
up  to  15  millicuries),  that  has  been 


granted  pass-through  status  at  the  time 
of  issuance  of  this  final  rule  with 
comment  period.  We  proposed  to 
continue  pass-through  status  for  this 
diagnostic  radiopharmaceutical  as  it 
would  not  have  received  at  least  2  years 
but  not  more  than  3  years  of  pass¬ 
through  payment  by  December  31,  2010. 
This  is  consistent  with  the  OPPS 
provision  that  provides  for  at  least  2 
years  but  not  more  than  3  years  of  pass¬ 
through  payment  for  drugs  and 
biologicals  that  are  approved  for  pass¬ 
through  payments. 

We  provide  an  opportunity  through 
the  annual  OPPS/ASC  rulemaking  cycle 
for  public  comment  on  those  drugs  and 
biologicals  that  are  proposed  for 
expiration  of  pass-through  payment  at 
the  end  of  the  next  calendar  year.  We 
have  often  received  public  comments 
related  to  our  proposed  expiration  of 
pass-through  status  for  drugs  and 
biologicals  in  the  future.  In  this  manner, 
we  address  specific  concerns  about  the 
pass-through  payment  period  for 
individual  drugs,  biologicals,  and 
radiopharmaceuticals. 

Comment:  One  commenter 
recommended  that  CMS  monitor  the 
cost  and  utilization  data  on  HCPCS  code 
A9583  (Injection,  gadofosveset 
trisodium,  1  ml)  on  a  quarterly  basis 
throughout  CY  2010  and  CY  2011  to 
determine  whether  a  third  year  of  pass¬ 
through  payment  is  necessary.  The 
commenter  noted  that  HCPCS  code 
A9583,  as  a  contrast  agent  and  a  "policy- 
packaged”  item,  would  be  packaged 
after  its  pass-through  status  ends. 

Response:  As  stated  above, ‘section 
1833(t)(6)(C)(i)(II)  of  the  Act  provides 
transitional  pass-through  payments  for  a 
drug  or  biological  for  at  least  2  years, 
blit  not  more  than  3  years,  beginning  on 
the  first  date  on  which  payment  is  made 
as  hospital  outpatient  services  under 
Medicare  Part  B.  Under  our  current 
policy,  supported  by  commenters,  we 
begin  pass-though  payment  on  a 
quarterly  basis  that  depends  on  when 
applications  are  submitted  to  us  for 
consideration,  and  we  expire  pass¬ 
through  status  only  on  an  annual  basis 
through  the  rulemaking  process. 
Accordingly,  there  is  no  way  to  ensure 
that  all  pass-through  drugs  and 
biologicals  receive  pass-through 
payment  for  a  full  3  years,  while  also 
providing  pass-through  payment  for  no 
more  than  3  years,  as  the  statute 
requires.  Although  it  is  our  standard 
practice  to  monitor  and  review  the  cost 
and  utilizatipn  data  of  all  drugs  and 
biologicals,  because  of  our  policy  to 
expire  pass-through  status  only  on  an 
annual  basis  through  rulemaking,  we  ' 
could  not  use  this  information  to 
authorize  a  full  third  year  of  pass- 
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through  payment  for  an  individual  drug 
or  biological.  Therefore,  once  pass¬ 
through  status  ends  for  the  item 
described  by  HCPCS  code  A9583 
(Injection,  gadofosveset  trisodium,  1  ml) 
after  at  least  2  years  but  not  more  than 
3  years  according  to  the  statute,  as  a 
contrast  agent,  it  will  be  packaged 
according  to  our  policy  described  in 
section  V.B.2.d.  of  this  final  rule  with 
comment  period.  We  are  finalizing  our 
proposal  to  continue  pass-through  status 
for  the  item  described  by  HCPCS  code 
A9583  for  CY  2011. 

Comment:  Several  commenters 
supported  the  CY  2011  proposal  to 
continue  to  set  the  associated 
copayment  amounts  for  pass-through 
diagnostic  radiopharmaceuticals, 
contrast  agents,  and  implantable 
biologicals  that  would  otherwise  be 
packaged  if  the  product  did  not  have 
pass-through  status  to  zero.  The 
commenters  noted  that  this  policy  is 
consistent  with  statutory  requirements 
and  provides  cost-saving  benefits  to 
beneficiaries. 

Response:  We  appreciate  the 
commenters’  support  of  our  proposal. 

As  discussed  in  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46259),  we  believe 
that,  for  drugs  and  biologicals  that  are 
“policy-packaged,”  the  copayment  for 
the  nonpass-through  payment  portion  of 
the  total  OPPS  payment  for  this  subset 
of  drugs  and  biologicals  is  accounted  for 
in  the  copayment  for  the  associated 
clinical  APC  in  which  the  drug  or 
biological  is  used.  According  to  section 
1833  (t)(8)(E)  of  the  Act,  the  amount  of 
copayment  associated  with  pass-through 
items  is  equal  to  the  amount  of 
copayment  that  would  be  applicable  if 
the  pass-through  adjustment  was  not 
applied.  Therefore,  we  believe  that  the  ’ 
amount  should  be  zero  for  drugs  and 
biologicals  that  are  “policy-packaged,” 
including  diagnostic 
radiopharmaceuticals. 

Comment:  One  commenter  noted  that 
CMS  omitted  7  of  the  31  pass-through 
drugs  and  biologicals  proposed  to 
continue  on  pass-through  status  for  CY 
2011  in  Addendum  B  to  the  CY  2011 
OPPS/ASC  proposed  rule.  The 
commenter  was  concerned  that  the 
absence  of  these  drugs  and  biologicals 
in  Addendum  B  could  cause  hospitals 
or  Medicare  contractors  to  believe  that 
the  products  are  not  paid  for  under  the 
OPPS  as  pass-through  drugs. 

Response:  Table  21  of  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46260) 
contained  31  drugs,  biologicals,  and 
radiopharmaceuticals  that  we  proposed 
to  continue  on  pass-through  status  for 
CY  2011.  This  table  included  drugs, 
biologicals,  and  radiopharmaceuticals 
approved  for  pass-through  status  for  the 


July  2010  quarterly  update.  While  the 
commenter  did  not  specifically  mention 
which  codes  were  omitted  from 
Addendum  B  to  the  proposed  rule,  we 
note  that  HCPCS  codes  C9264  (Injection, 
tocilizumab,  1  mg),  C9265  (Injection, 
romidepsin,  1  mg),  C9266  (Injection, 
collagenase  Clostridium  histolyticum, 

0.1  mg),  C9267  (Injection,  von 
Willebrand  factor  complex  (human), 
Wilate,  per  100  lU  VWF:  RCO),  C9268 
(Capsaicin,  patch,  10cm2),  C9367  (Skin 
substitute,  Endoform  Dermal  Template, 
per  square  centimeter),  all  approved  for 
pass-through  status  for  the  July  2010 
quarterly  update,  and  Q2025 
(Fludarabine  phosphate,  oral,  1  mg) 
were  not  included  in  Addendum  B  of 
the  proposed  rule. 

According  to  our  current  practice,  we 
did  not  include  pass-through  payment 
rates  for  those  drugs,  biologicals,  and 
radiopharmaceuticals  that  were  newly 
approved  for  pass-through  status  for 
July  2010  in  Addendum  B  to  the  CY 
2011  OPPS/ASC  proposed  rule.  It  has 
been  our  longstanding  practice  to 
include  only  payment  rates  for  pass¬ 
through  drugs,  biologicals,  and 
radiopharmaceuticals  in  Addendum  B 
to  the  proposed  rule  that  have  been 
approved  for  payment  under  the  OPPS 
through  the  April  quarterly  update 
because  of  the  difficulty  of  coordinating 
production  of  the  Addendum  B  to  the 
proposed  rule  concurrently  with 
decisions  about  pass-through  drugs  and 
biologicals  for  the  July  quarterly  update 
transmittal.  Payment  rates  for  all  pass¬ 
through  drugs,  biologicals,  and 
radiopharmaceuticals  that  are  proposed 
and  finalized  to  continue  on  pass¬ 
through  status  for  a  given  calendar  year 
are  included  in  Addendum  B  to  the 
final  rule  with  comment  period. 

Additionally,  pass-through  payment 
for  the  product  described  by  HCPCS 
code  Q2025  (Fludarabine  phosphate, 
oral,  1  mg)  was  included  in  Addendum 
B  to  the  CY  2011  OPPS/ASC  proposed 
rule  under  the  now  discontinued 
HCPCS  code  C9262  (Fludarabine 
phosphate,  oral,  1  mg).  Beginning  in 
July  2010,  HCPCS  code  C9262  was 
deleted  and  replaced  with  HCPCS  code 
Q2025.  For  CY  2011,  HCPCS  code 
Q2025  is  finalized  as  HCPCS  code  J8562 
(Fludarabine  phosphate  oral,  lOmg)  and 
will  continue  under  pass-through  status 
for  CY  2011. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  update 
pass-through  payment  rates  on  a 
quarterly  basis  on  the  CMS  Website 
during  CY  2011  if  later  quarter  ASP 
submissions  (or  more  recent  WAC  or 
AWP  information,  as  applicable) 
indicate  that  adjustments  to  the 


payment  rates  for  these  pass-through 
drugs  and  biologicals  are  necessary. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  pass-through  ' 
payment  proposals,  without 
modification.  Specifically,  we  are 
providing  pass-through  payment  in  CY 
2011  for  those  drugs,  biologicals,  and 
radiopharmaceuticals  listed  in  Table  28 
below.  Payment  for  drugs,  biologicals, 
and  radiopharmaceuticals  granted  pass¬ 
through  status  will  be  made  at  the 
payment  rate  specified  in  section 
1842(o)  of  the  Act,  that  is,  ASP+6 
percent.  For  drugs  and  biologicals  that 
are  not  diagnostic  radiopharmaceuticals, 
contrast  agents,  or  implantable 
biologicals,  the  pass-through  payment 
amount  is  equal  to  the  difference 
between  payment  for  the  otherwise 
applicable  Medicare  OPD  fee  schedule' 
that  the  Secretary  determines  is 
associated  with  the  drug  or  biological, 
which  is  payment  at  ASP+5  percent  and 
the  payment  rate  specified  in  section 
1842(o)  of  the  Act,  ASP+6  percent  or  the 
Part  B  drug  CAP  rate  as  applicable.  For 
contrast  agents,  diagnostic 
radiopharmaceuticals,  and  implantable 
biologicals,  the  pass-through  payment  is 
equal  to  the  difference  between  the 
policy-packaged  offset  amount 
associated  with  an  APC  (discussed  in 
V.A.4.  of  this  final  rule  with  comment 
period)  and  the  payment  rate  specified 
in  section  1842(o)  of  the  Act  of  ASP+6 
fiercent.  If  ASP  data  are  not  available, 
payment  for  these,  pass-through  drugs 
and  biologicals  will  be  based  on  the 
standard  OPPS  ASP  methodology,  that 
is,  payment  at  WAC+6  percent  if  ASP  ' 
data  are  not  available,  and  payment  at 
95  percent  of  the  pass-through  drug’s, 
biological’s,  or  radiopharmaceutical’s 
most  recent  AWP  if  WAC  information  is 
not  available.  We  will  update  pass¬ 
through  payment  rates  on  a  quarterly 
basis  on  the  CMS  website  during  CY 
2011  if  later  ASP  submissions  (or  more 
recent  WAC  or  AWP  information,  as 
applicable)  indicate  that  adjustments  to 
the  payment  rates  for  pass-through 
drugs  and  biologicals  are  necessary.  We 
will  set  the  associated  copayment 
amount  for  pass-through  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  approved 
for  pass-through  as  a  biological  prior  to 
January  1,  2010  that  would  otherwise  be 
packaged  if  the  item  did  not  have  pass¬ 
through  status  to  zero.  The  separate 
OPPS  payment  to  a  hospital  for  pass¬ 
through  diagnostic 

radiopharmaceuticals,  contrast  agents, 
or  implantable  biologicals,  after  taking 
into  account  any  applicable  payment 
offset  for  the  item  due  to  the  device  or 
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“policy  packaged”  APC  offset  policy,  is 
the  item’s  pass-through  payment,  which 
is  not  subject  to  a  copayment,  according 
to  the  statute.  Finally,  if  a  drug  or 
biological  that  has  been  granted  pass¬ 
through  status  for  CY  2011  becomes 
covered  under  the  Part  B  drug  CAP  if 


the  program  is  reinstituted,  we  will 
provide  pass-through  payment  at  the 
Part  B  drug  CAP  rate  and  make  the 
appropriate  adjustment  to  the  payment 
rates  for  the  drugs  and  biologicals  on  a 
quarterly  basis  as  appropriate. 


The  42  drugs  and  biologicals  that  are 
continuing  on  pass-through  status  for 
CY  2011  or  that  have  been  granted  pass¬ 
through  status  as  of  January  2011  are 
displayed  in  Table  28  below. 


Table  28 — Drugs  and  Biologicals  With  Pass-Through  Status  in  CY  2011 


CY  2010 
HCPCS  code 

CY  201 1 
HCPCS  code 

.  i 

CY  2011*  long  descriptor  | 

Final 

CY  2011 

SI 

Final 

CY  2011 

APC 

A9582  . . 

A9582 

Iodine  1-123  iobenguane,  diagnostic,  per  study  dose,  up  to  15  millicuries  . 

G 

9247 

A9583  . 

A9583 

Injection,  gadofosveset  trisodium,  1  ml  . 

G 

1299 

C9250  . 

C9250 

Human  plasma  fibrin  sealant,  vapor-heated,  solvent-detergent  (Artiss),  2  ml 

G 

9250 

C9255  . 

J2426 

Injection,  paliperidone  palmitate,  extended  release,  1  mg . 

G 

9255 

C9256  . 

J7312 

Injection,  dexamethasone  intravitreal  implanL  0.1  mg . . 

G 

9256 

C9258  . 

J3095 

Injection,  telavancin,  10  mg  . 

G 

9258 

C9259  . 

'  J9307 

Injection,  pralatrexate,  1  mg  . 

G 

9259 

C9260  . 

J9302 

Injection,  ofatumumab,  10  mg  . 

G 

9260 

C9261  . . 

J3357 

Injection,  ustekinumab,  1  mg . 

G 

9261 

C9263  . 

J1290 

Injection,  ecallantide,  1  mg  . 

G 

9263 

C9264  . 

J3262 

Injection,  tocilizumab,  1  mg  . 

G 

9624 

C9265  . 

J9315 

Injection,  romidepsin,  1  mg . . . . 

G 

9625 

C9266  . 

J0775 

Injection,  collagenase  Clostridium  histolyticum,  0.01  mg . . 

G 

1340 

C9267  . 

J7184 

Injection,  von  Willebrand  factor  complex  (human),  Wilate,  per  100  lU  VWF: 

G 

9267 

RCO. 

C9268  . 

J7335 

Capsaicin  8%  patch,  per  10  square  centimeters  . 

G 

9268 

C9269  . 

J0597 

Injection,  C— 1  Esterase  inhibitor  (human),  Berinert,  10  units  . r..... 

G 

9269 

C9270  . 

C9270 

Injection,  immune  globulin  (Gammaplex),  intravenous,  non-lyophilized  {e.g.- 

G 

9270 

liquid),  500  mg. 

C9271  . 

J3385 

Injection,  velaglucerase  alfa,  100  units  . 

G 

9271 

C9272  . 

C9272 

Injection,  denosumab,  1  mg  . 

G 

9272 

C9273  . 

C9273 

Sipuleucel-T,  minimum  of  50  million  autologous  CD54+  cells  activated  with 

G 

9273 

PAPGM-CSF  in  250  mL  of  Lactated  Ringer’s,  including  leukapheresis  and 

all  other  preparatory  procedures,  per  infusion. 

1 

C9274 

Crotalidae  polyvalent  immune  fab  (ovine),  1  vial  . 

G 

9274 

C9275 

Injection,  hexaminolevulinate  hydrochloride,  100  mg,  per  study  dose  . 

G 

9275 

C9276 

Injection,  cabazitaxel,  1  mg  . 

G 

9276 

C9277 

Injection,  alglucosidase  alfa  (Lumizyme),  1  mg  . 

G 

9277 

C9278 

Injection,  incobotulinumtoxin  A,  1  unit  . 

G 

9278 

C9279 

Injection,  ibuprofen,  100  mg  . 

G 

9279 

C9360  . 

C9360 

Dermal  substitute,  native,  non-denatured  collagen,  neonatal  bovine  origin 

G 

9360 

(SurgiMend  Collagen  Matrix),  per  0.5  square  centimeters. 

C9361  . 

C9361 

Collagen  matrix  nerve  wrap  (NeuroMend  Collagen  Nerve  Wrap),  per  0.5 

G 

9361 

centimeter  length. 

C9362  .....'. . 

C9362 

Porous  purified  collagen  matrix  bone  void  filler  (Integra  Mozaik 

G 

9362 

Osteoconductive  Scaffold  Strip),  per  0.5  cc. 

C9363  . 

C9363 

Skin  substitute,  Integra  Meshed  Bilayer  Wound  Matrix,  per  square  centi- 

G 

9363 

meter. 

C9364  . 

C9364 

Porcine  implant,  Permacol,  per  square  centimeter  . 

G 

9364 

C9367  . 

C9367 

Skin  substitute,  Endoform  Dermal  Template,  per  square  centimeter  . 

G 

9367 

J0598  . 

J0598 

injection.  Cl  esterase  inhibitor  (human),  10  units . . 

G 

9251 

J0641  . 

J0641 

Injection,  levoleucovorin  calcium,  0.5  mg . 

G 

1236 

J0718 

J0718 

Injection,  certolizumab  pegol,  1  mg . 

G 

9249 

.llfiRO 

J1680 

Injection,  human  fibrinogen  concentrate,  100  mg  . 

G 

1290 

J2562  . 

J2562 

Injection,  plerixafor,  1  mg  . 

G 

9252 

J870.S 

J8705 

Topotecan,  oral,  0.25  mg . 

G 

1238 

.191 

.191.8.8 

G 

1296 

.J9328 

J9328 

Injection,  temozolomide,  1  mg . 

G 

9253 

00138 

00138 

Injection,  Ferumoxytol,  for  treatme’’!  of  iron  deficiency  anemia,  1  mg  . 

G 

1297 

O202fi 

J8562 

Fludarabine  phosphate,  oral,  10  mg . 

G 

1339 
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4.  Provisions  for  Reducing  Transitional 
Pass-Through  Payments  for  Diagnostic 
Radiopharmaceuticals  and  Contrast 
Agents  to  Offset  Costs  Packaged  into 
APC  Groups 

a.  Background 

Prior  to  CY  2008,  diagnostic 
radiopharmaceuticals  and  contrast 
agents  were  paid  separately  under  the 
OPPS  if  their  mean  per  day  costs  were 
greater  than  the  applicable  year’s  drug 
packaging  threshold.  In  CY  2008  (72  FR 
66768),  we  began  a  policy  of  packaging 
payment  for  all  nonpass-through 
diagnostic  radiopharmaceuticals  and 
contrast  agents  as  ancillary  and 
supportive  items  and  services  into  their 
associated  nuclear  medicine  procedures. 
Therefore,  beginning  in  CY  2008,* 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  were  not  subject  to  the  annual 
OPPS  drug  packaging  threshold  to 
determine  their  packaged  or  separately 
payable  payment  status,  and  instead  all 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  were  packaged  as  a  matter  of 
policy.  In  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46261),  for  CY 
2011,  we  proposed  to  continue  to 
package  payment  for  all  nonpass¬ 
through  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  as  discussed  in  section  V.B.2.d. 
of  the  proposed  rule  and  this  final  rule 
with  comment  period. 

b.  Payment  Offset  Policy  for  Diagnostic 
Radiopharmaceuticals 

As  previously  noted, 
radiopharmaceuticals  are  considered  to 
be  drugs  for  OPPS  pass-through 
payment  purposes.  As  described  above, 
section  1833(t)(6)(D)(i)  of  the  Act 
specifies  that  the  transitional  pass¬ 
through  payment  amount  for  pass¬ 
through  drugs  and  biologicals  is  the 
difference  between  the  amount  paid 
under  section  1842(o)  of  the  Act  (or  the 
Part  B  drug  CAP  rate)  and  the  otherwise 
applicable  OPD  fee  schedule  amount. 
There  is  currently  one 
radiopharmaceutical  with  pass-through 
status  under  the  OPPS,  HCPCS  code 
A9582  (lobenguane,  1-123,  diagnostic, 
per  study  dose,  up  to  10  millicuries). 
HCPCS  code  A9582  was  granted  pass¬ 
through  status  beginning  April  1,  2009 
and  will  continue  on  pass-through 
status  in  CY  2011.  We  currently  apply 
the  established  radiopharmaceutical 
payment  offset  policy  to  pass-through 
payment  for  this  product.  As  described 
earlier  in  section  V.A.3.  of  this  final  rule 
with  comment  period,  new  pass-through 
diagnostic  radiopharmaceuticals  will  be 
paid  at  ASP+6  percent,  while  those 


without  ASP  information  will  be  paid  at 
WAC+6  percent  or,  if  WAC  is  not 
available,  payment  will  be  based  on  95 
percent  of  the  product’s  most  recently 
published  AWP. 

As  a  payment  offset  is  necessary  in 
order  to  provide  an  appropriate 
transitional  pass-through  payment,  we 
deduct  from  the  payment  for  pass¬ 
through  radiopharmaceuticals  an 
amount  that  reflects  the  portion  of  the 
APC  payment  associated  with 
predecessor  radiopharmaceuticals  in 
order  to  ensure  no  duplicate 
radiopharmaceutical  payment  is  made. 

In  CY  2009,  we  established  a  policy  to 
estimate  the  portion  of  each  APC 
payment  rate  that  could  reasonably  be 
attributed  to  the  cost  of  predecessor 
diagnostic  radiopharmaceuticals  when 
considering  a  new  diagnostic 
radiopharmaceutical  for  pass-through 
payment  (73  FR  68638  through  68641). 
Specifically,  we  utilize  the  “policy- 
packaged”  drug  offset  fraction  for  APCs 
containing  nuclear  medicine 
procedures,  calculated  as  1  minus  (the 
cost  from  single  procedure  claims  in  the 
APC  after  removing  the  cost  for  “policy- 
packaged”  drugs  divided  by  the  cost 
from  single  procedure  claims  in  the 
APC).  In  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR  60480 
through  60484),  we  finalized  a  policy  to 
redefine  “policy-packaged”  drugs  as 
only  nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  as  a  result  of  the  policy 
discussed  in  sections  V.A.4.  and 
V.B.2.d.  of  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR  60471 
through  60477  and  60495  through 
60499,  respectively)  that  treats  nonpass¬ 
through  implantable  biologicals  that  are 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  and  implantable  biologicals  that 
are  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  with  newly  approved  pass¬ 
through  status  beginning  in  CY  2010  or 
later  as  devices,  rather  than  drugs.  To 
determine  the  actual  APC  offset  amount 
for  pass-through  diagnostic 
radiopharmaceuticals  that  takes  into 
consideration  the  otherwise  applicable 
OPPS  payment  amount,  we  multiply  the 
“policy-packaged”  drug  offset  fraction 
by  the  APC  payment  amount  for  the 
nuclear  medicine  procedure  with  which 
the  pass-through  diagnostic 
radiopharmaceutical  is  used  and, 
accordingly,  reduce  the  separate  OPPS 
payment  for  the  pass-through  diagnostic 
radiopharmaceutical  by  this  amount. 

The  I/OCE  processes  claims  for 
nuclear  medicine  procedures  only  when 
they  are  performed  with  a  radiolabeled 
product.  Therefore,  the  radiolabeled 


product  edits  in  the  I/OCE  require  a 
hospital  to  report  a  diagnostic 
radiopharmaceutical  with  a  nuclear 
medicine  scan  in  order  to  receive 
payment  for  the  nuclear  medicine  scan. 
We  have  received  questions  from 
hospitals  on  how  to  bill  for  a  nuclear 
medicine  scan  when  they  receive  a 
diagnostic  radiopharmaceutical  free  of 
charge  or  with  full  credit.  Currently,  if 
a  hospital  receives  a  diagnostic 
radiopharmaceutical  free  of  charge  or 
with  full  credit  and  uses  it  to  provide  a 
nuclear  medicine  scan,  the  hospital 
could  choose  not  to  bill  for  both  the 
nuclear  medicine  scan  and  the 
diagnostic  radiopharmaceutical  in  order 
to  bypass  the  radiolabeled  product  edits, 
but  the  hospital  clearly  would  not 
receive  OPPS  payment  for  the  scan  or 
the  diagnostic  radiopharmaceutical.  The 
hospital  also  could  report  the  diagnostic 
radiopharmaceutical  with  the  nuclear 
medicine  scan  and  receive  an  APC 
payment  that  includes  payment  for  the 
diagnostic  radiopharmaceutical,  but  this 
would  lead  to  inaccurate  billing  and 
incorrect  payment.  The  OPPS  should 
not  pay  for  a  free  item.  We  believe 
neither  of  the  above  alternatives  is 
satisfactory. 

In  order  to  ensure  that  the  OPPS  is 
making  appropriate  and  equitable 
payments  under  such  circumstances 
and  that  a  hospital  can  comply  with  the 
required  radiolabeled  product  edits,  in 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46261  through  46262),  we 
proposed  for  CY  2011  to  instruct 
hospitals  to  report  the  “FB”  modifier  on 
the  line  with  the  procedure  code  for  the 
nuclear  medicine  scan  in  the  APCs 
listed  in  Table  22  of  the  proposed  rule 
in  which  the  no  cost/full  credit 
diagnostic  radiopharmaceutical  is  used. 
Modifier  “FB”  is  defined  as  an  “Item 
Provided  Without  Cost  to  Provider, 
Supplier  or  Practitioner,  or  Credit 
Received  for  Replacement  Device 
(Examples,  but  not  Limited  to:  Covered 
Under  Warranty,  Replaced  Due  to 
Defect,  Free  Samples).”  Although  this 
modifier  is  specific  to  devices,  it 
captures  the  concept  of  the  hospital 
receiving  a  key  component  of  the 
service  without  cost.  In  cases  in  which 
the  diagnostic  radiopharmaceutical  is 
furnished  without  cost  or  with  full 
credit,  we  proposed  to  instruct  the 
hospital  to  ’"eport  a  token  charge  of  less 
than  $1.01.  We  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  for  more  background 
information  on  the  “FB”  modifier 
payment  adjustment  policies  (72  FR 
66743  through  66749).  We  proposed 
that  when  a  hospital  bills  with  an  “FB” 
modifier  with  the  nuclear  medicine 
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scan,  the  payment  amount  for 
procedures  in  the  APCs  listed  in  Table 
22  of  the  proposed  rule  would  he 
reduced  hy  the  full  “policy-packaged” 
offset  amount  appropriate  for  diagnostic 
radiopharmaceuticals. 

As  discussed  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period, 
the  “policy  packaged”  offset  amount  that 
we  calculate  estimates  the  portion  of 
each  APC  pavment  rate  that  could 
reasonably  be  attributed  to  the  cost  of 
predecessor  diagnostic 
radiopharmaceuticals  when  considering 
a  new  diagnostic  radiopharmaceutical 
for  pass  through  payment  (73  FR  68638 
through  68641).  As  in  our  offset  policy, 
discussed  below,  we  believe  it  is 
appropriate  to  remove  the  “policy 
packaged”  offset  amount  from  payment 
for  a  nuclear  medicine  scan  with  a 
diagnostic  radiopharmaceutical  received 
at  no  cost  or  full  credit  which  is  billed 
using  one  of  the  APCs  appearing  in 
Table  29  below,  because  it  represents 
the  portion  of  the  APC  payment 
attributable  to  diagnostic 
radiopharmaceuticals  used  in  the 
performance  of  a  nuclear  medicine  scan. 
Using  the  “FB”  modifier  with 
radiolabeled  products  will  allow  the 
hospital  to  bill  accurately  for  a 
diagnostic  radiopharmaceutical  received 
free  of  charge  and  will  allow  the 
hospital  to  comply  with  the 
radiolabeled  product  edits  to  ensure 
appropriate  payment. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46262),  we  did  not  propose 
to  recognize  modifier  “FC,”  which  is 
defined  as  “Partial  credit  received  for 
replaced  device,”  because  we  were 
unsure  of  the  circum.stances  in  which 
hospitals  would  receive  a  diagnostic 
radiopharmaceutical  at  reduced  cost  to 
replace  a  previously  provided 
diagnostic  radiopharmaceutical.  We 
note  that  most  of  the  questions  that  we 
have  received  pertain  to  coding  of  free 
sample  or  trial  diagnostic 
radiopharmaceuticals  received  free  of 
charge.  We  invited  public  comment  on 
when  a  diagnostic  radiopharmaceutical 
is  provided  for  a  significantly  reduced 
price  and  whether  the  “FC”  modifier  is 
appropriate  for  radiolabeled  products. 

Comment:  Several  commenters 
supported  CMS’  proposal  to  instruct 
hospitals  to  report  modifier  “FB”  on  the 
line  with  the  procedure  code  for  the 
nuclear  medicine  scan  when  a 
diagnostic  radiopharmaceutical  is 
received  free  of  charge  or  with  full 
credit.  The  commenters  stated  that 
implementing  this  proposal  would  lead 
to  more  accurate  billing  and  would 
prevent  inappropriate  payment  for 
diagnostic  radiopharmaceuticals 
received  free  of  charge  or  with  full 


credit.  One  commenter  opposed  CMS’ 
proposal  to  instruct  hospitals  to  report 
modifier  “FB”  on  the  line  with  the 
procedure  code  for  the  nuclear  medicine 
scan,  stating  that  a  modifier  for 
radiopharmaceuticals  is  unnecessary. 

The  commenter  further  stated  that 
radiopharmaceuticals  cannot  be 
compared  to  devices  because  of  their 
pricing  differences,  since  devices 
generally  constitute  a  significant  portion 
of  the  total  procedure  charges  and 
radiopharmaceuticals  only  make  up  a 
small  portion  of  the  charge  for  radiology 
services.  In  addition,  the  commenter 
stated  that  the  reasons  for  free  or  partial' 
charge  devices  are  generally 
manufacturer-related  defects,  such  as 
recalls  and  other  failures  during  the 
warranty  period,  and  that 
radiopharmaceuticals  are  treated 
differently,  in  that  when  they  are 
recalled,  hospitals  do  not  continue  to 
stock  them  and,  therefore,  they  would 
not  be  administered  or  billed. 

Response:  We  appreciate  commentcr’s 
support  for  our  proposal.  As  stated  in 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46261  through  46262), 
instructing  hospitals  to  use  the  “FB” 
modifier  on  the  line  with  the  procedure 
code  for  the  nuclear  medicine  scan 
would  allow  the  hospital  to  bill 
accurately  for  a  diagnostic 
radiopharmaceutical  received  free  of 
charge  and  will  allow  the  hospital  to 
comply  with  the  radiolabeled  product 
edits  to  ensure  appropriate  payment. 

We  have  received  questions  from 
hospitals  that  have  asked  how  to 
properly  bill  for  diagnostic 
radiopharmaceuticals  obtained  free  of 
charge.  We  believe  that  there  is  a  need 
for  hospitals  to  properly  account  for 
diagnostic  radiopharmaceuticals 
received  free  of  charge.  Therefore,  we 
disagree  with  the  commenter’s  assertion 
that  there  is  no  need  for  a  modifier  for 
diagnostic  radiopharmaceuticals 
received  with  no  cost  or  free  of  charge. 

In  addition,  we  do  not  find  the 
argument  compelling  that  a  modifier  for 
radiopharmaceuticals  is  not  necessary 
because  the  cost  of  a 
radiopharmaceutical  is  lower  than  the 
cost  of  a  device  and  because  the  cost  of 
a  radiopharrhaceutical  constitutes  a 
lower  percentage  of  the  total  charge  for 
the  associated  primary  procedure.  We 
believe  the  commenter  is  making  a 
marginal  cost  argument,  that  coding  the 
“FB”  modifier  for  devices  makes  sense 
because  the  recouped  costs  to  the 
Medicare  program  could  be  significant 
depending  on  the  device.  While  we 
agree  that  the  device  portion  of  a  device¬ 
dependent  APC  subject  to  the  “FB”  and 
“FC”  policy  will  have  a  higher  absolute 
dollar  value  than  the  policy-packaged 


portion  of  a  nuclear  medicine  APC,  we 
do  not  believe  this  should  preclude  a 
hospital  from  being  able  to  bill  and  be 
paid  correctly  for  a  nuclear  medicine 
scan  when  provided  with  a  diagnostic 
radiopharmaceutical  that  the  hospital 
received  free  of  charge  or  at  no  cost.  We 
have  consistently  emphasized  the 
importance  of  correct  coding  for  all 
drugs,  biologicals,  and 
radiopharmaceuticals  administered  in 
the,  regardless  of  the  cost,  in  our 
instructions  to  hospitals.  Establishing 
the  “FB”  modifier  to  correctly  account 
for  diagnostic  radiopharmaceuticals 
received  free  of  charge  allows  for  the 
diagnostic  radiopharmaceutical  to  be 
reported  and  coded  correctly  oq  the 
same  claim  as  the  nuclear  medicine 
scan,  therefore  fulfilling  the  required 
radiolabeled  product  edits.  It  also  is 
possible  that  volume  for  nuclear 
medicine  scans  may  result  in  more  total 
aggregated  savings  on  free-of-charge 
radiopharmaceuticals  than  devices,  but 
our  primary  goal  in  instituting  the  “FB” 
modifiers  for  radiopharmaceuticals 
received  free-of-charge  or  at  no  cost  is 
for  accurate- billing  and  payment.  With 
regard  to  the  comment  that  using  the 
“FB”  modifier  with  diagnostic 
radiopharmaceuticals  is  not  necessary 
because  hospitals  would  choose  not  to 
stpck  any  radiopharmaceuticals  after 
they  are  recalled  or  identified  as  having 
defects,  we  note  that  most  of  the 
questions  that  we  have  received  pertain 
to  coding  of  free  sample  or  trial 
diagnostic  radiopharmaceuticals 
received  free  of  charge. 

Comment:  One  commenter  supported 
CMS’  proposal  to  require  hospitals  to 
report  the  “FB”  modifier  but  suggested 
that  CMS  revise  the  description  to  read 
“Item  provided  without  cost  to  provider, 
supplier,  or  practitioner,  or  full  credit 
received  for  replaced  device  or 
radiopharmaceutical  (examples,  but  not 
limited  to,  covered  under  warranty, 
replaced  due  to  defect,  free  sample)” 
(emphasis  added). 

-  Response:  We  appreciate  the 
commenter’s  support.  However,  we  do 
not  establish  HCPCS  code  modifiers 
through  rulemaking,  including  this 
OPPS  final  rule  with  comment  period. 
The  CMS  HCPCS  Workgroup  develops, 
revises,  and  deletes  Level  II  HCPCS 
codes  and  Level  II  HCPCS  modifiers. 
The  “FB”  modifier  is  a  Level  II  HCPCS 
modifier.  We  will  consider  taking  this 
request  to  the  CMS  HCPCS  Workgroup 
for  their  consideration. 

Comment:  One  commenter  suggested 
that  CMS  instruct  hospitals  to  use  the 
“FB”  modifier  when  hospitals  incur  no 
cost  for  the  diagnostic 
radiopharmaceutical  when  a  diagnostic 
radiopharmaceutical  is  administered  in 
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a  nonhospital  location  and  then  the 
nuclear  medicine  scan  is  performed  at 
another  facility. 

Response:  We  do  not  believe  that  the 
use  of  the  “FB”  modifier  should  be 
extended  to  the  situation  where  a 
nonhospital  location  administers  the 
diagnostic  radiopharmaceutical  under 
arrangement  with  a  hospital 
administering  the  nuclear  medicine 
scan  because  the  “FB”  modifier  is 
defined  as  “Item  Provided  Without  Cost 
to  Provider,  Supplier  or  Practitioner,  or 
Credit  Received  for  Replacement  Device 
(Examples,  but  not  Limited  to;  Covered 
Under  Warranty,  Replaced  Due  to 
Defect,  Free  Samples)”.  The  hospital 
administering  the  scan  didn’t  receive 
the  item  at  no  cost' or  full  credit.  We 
believe  it  would  be  rare  for  a 
nonhospital  location,  such  as  a 
physician  office,  to  voluntarily 
administer  a  diagnostic 
radiopharmaceutical  and  then  refer  the 
patient  to  the  hospital  for  the  nuclear 
medicine  scan  as  a  hospital  outpatient. 

In  that  circumstance,  the  physician’s 
office  would  already  have  billed 
Medicare  for  the  radiopharmaceutical. 
The  hospital  would  be  unable  to  bill 
Medicare  for  that  scan  because  our 
radiolabeled  product  edits  require  a 
hospital  always  to  bill  a  nuclear 
medicine  scan  with  a  diagnostic 
-radiopharmaceutical,  and  in  this 
circumstance,  the  hospital  did  not 
administer  a  diagnostic 
radiopharmaceutical.  We  do  not  believe 
it  is  likely  that  a  facility  other  than  the 
hospital  administering  the  nuclear 
medicine  scan  would  administer  a 
diagnostic  radiopharmaceutical  without 
conducting  the  nucleeur  medicine  scan 
themselves  unless  the  facility  had  an 
arrangement  with  a  hospital  to  provide 
the  diagnostic  radiopharmaceutical  for 
the  hospital.  We  will  monitor  our 
correspondence  with  hospitals  about 
our  radiolabeled  product  edits  to  see  if 
this  situation  is  more  common  than  we 
believe.  We  note  that  we  have  addressed 
the  more  common  scenario  of  an 
inpatient  receiving  a  diagnostic 
radiopharmaceutical  in  the  inpatient 
setting,  and  having  a  follow-up  nuclear 
medicine  scan  the  next  day  as  a  hospital 
outpatient  after  discharge  by  creating 
HCPCS  code  C9898  (Input  stay 
radiolabeled  item)  for  hospitals  to  report 
in  place  of  a  radiopharmaceutical. 

We  believe  it  is  more  likely  that  a 
nonhospital  location,  such  as  an 
independent  testing  facility  (IDTF), 
would  provide  a  diagnostic 
radiopharmaceutical  under  arrangement 
with  a  hospital.  In  this  circumstance,  it 
would  be  inappropriate  to  remove  the 
“policy-packaged”  off'set  amount  fi-om 
payment  for  the  nuclear  medicine  scan 


because  the  hospital  location  would 
incur  the  cost  of  the 
radiopharmaceutical  by  paying  the 
nonhospital  location  for  furnishing  the 
radiopharmaceutical  to  the  hospital’s 
registered  outpatient  under 
arrangement.  We  have  given 
instructions  in  CMS  Transmittal  2050, 
Change  Request  7117,  issued  September 
17,  2010,  addressing  when  a 
radiolabeled  product  is  administered  in 
one  hospital  and  the  nuclear  medicine 
scan  is  subsequently  performed  at 
another  hospital.  Where  a  hospital  or 
other  entity  (a  nonhospital  location  in 
this  example)  administers  a  diagnostic 
radiopharmaceutical  product  for  a 
different  hospital  providing  the  nuclear 
medicine  scan,  the  first  hospital  or  other 
entity  may  enter  into  an  arrangement 
under  section  1861(w)(l)  of  the  Act,  and 
as  discussed  in  42  CFR  410.28(a)(1)  and 
defined  in  42  CFR  409.3,  where  the 
second  hospital  that  administers  the 
nuclear  medicine  scan  both  bills 
Medicare  for  the  administration  of  the 
nuclear  medicine  scan  with  diagnostic 
radiopharmaceutical  and  pays  the  first 
hospital  or  other  entity  that  administers 
the  diagnostic  radiopharmaceutical 
some  amount  for  administration  of  the 
diagnostic  radiopharmaceutical. 

Comment:  A  few  commenters 
supported  CMS’  decision  not  to  propose 
to  require  hospitals  to  use  the  “FC” 
modifier  in  cases  where  a  hospital 
receives  a  diagnostic 
radiopharmaceutical  at  reduced  cost  to 
replace  a  previously  provided 
diagnostic  radiopharmaceutical.  The 
commenters  stated  that  this  type  of 
partial  pricing  is  not  common  in  the 
nuclear  medicine  field,  and  hospitals 
already  have  ways  to  set  two  different 
charges  for  the  same 
radiopharmaceutical  to  account  for 
reduced  costs. 

Response:  We  appreciate  the 
commenters’  response. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  nnr  proposal  to  instruct 
hospitals  to  report  the  “FB”  modifier  on 
the  line  with  the  procedure  code  for  the 
nuclear  medicine  scan  in  the  APCs 
listed  in  Table  29  in  which  the  no  co.st/ 
full  credit  diagnostic 
radiopharmaceutical  is  used  for  CY 
2011.  We  are  also  finalizing  our 
proposal  to  instruct  hospitals  to  report 
a  token  charge  of  less  than  $1.01  in 
cases  in  which  the  diagnostic 
radiopharmaceutical  is  furnished 
without  cost  or  with  full  credit.  We  did 
not  propose  to  finalize  a  policy  to 
require  hospitals  to  add  an  “FC” 
modifier  to  the  procedure  code  for  the 
nuclear  medicine  scan  to  account  for 


diagnostic  radiopharmaceuticals  that  are 
received  at  reduced  cost. 

Comment:  One  commenter  supported 
the  continuation  of  the  pass-through 
diagnostic  radiopharmaceutical  offset 
■policy  for  CY  2011. 

Response:  We  appreciate  the 
commenter’s  support.  We  continue  to 
believe  that  a  diagnostic 
radiopharmaceutical  offset  policy  is 
necessary  in  order  to  ensure  that 
duplicate  payment  is  not  made  for 
diagnostic  radiopharmaceuticals  with 
pass-through  status.  We  believe  it  is 
appropriate  to  remove  the 
radiopharmaceutical  payment  amount 
that  is  already  packaged  into  the 
payment  for  the  associated  nuclear 
medicine  procedure  when  we  provide 
pass-tbrough  payment  for  a  diagnostic 
radiopharmaceutical  with  pass-through 
status. 

Comment:  One  commenter  requested 
that  CMS  post  all  data  used  to  calculate 
the  offset  amounts  and  stated  that, 
without  these  amounts,  the  public 
cannot  make  comments  on  the  accuracy 
and  appropriateness  of  CMS’  calculation 
of  radiopharmaceutical  costs  packaged 
into  the  nuclear  medicine  APC  or  the 
corresponding  offset  amounts  for  pass¬ 
through  radiopharmaceuticals.  One 
commenter  also  requested  that  CMS 
post  the  offset  files  at  the  same  time  that 
the  OPPS/ASC  proposed  rules  are 
issued.  The  commenter  stated  that 
without  these  files,  they  are  unable  to 
predict  or  comment  prior  to  final  offsets 
being  implemented.  These  commenters 
further  stated  that  adequate  pricing  of 
all  radiopharmaceuticals  is  important  as 
new  technologies  are  being  developed 
and  utilized. 

Response:  The  exact  data  used  to 
calculate  all  of  the  proposed  and  final 
payment  rates,  including  the  associated 
offset  amounts,  for  the  CY  2011  OPPS 
are  available  for  purchase  under  a  CMS 
data  use  agreement  through  the  CMS 
Web  site  at:  http://www.cms.gov/ 
hospitalOutpatientPPS.  This  Web  site 
includes  information  about  purchasing 
the  “OPPS  Limited  Data  Set,”  which 
now  includes  the  additional  variables 
previously  available  only  in  the  OPPS 
Identifiable  Data  Set,  including  ICD-9- 
CMS  diagnosis  codes  and  revenue  code 
payment  amounts.  We  refer  readers  to 
section  II.A.2.  of  this  final  rule  with 
comment  period  for  more  information 
on  data  development  and  the 
calculation  of  median  costs.  We  note 
that  our  description  of  the  payment 
offset  policy  calculation  for  diagnostic 
radiopharmaceuticals  is  referenced 
above.  We  typically  have  not  posted  the 
offset  amounts  by  APC  until  publication 
of  the  final  rule  because  we  assign 
services  to  APCs  based  on  our  estimate 


Federal  Register/ Vol.  Z5,  No.  226/ Wednesday,  November  24,  2010 /Rules  and  Regulations'  71-937 


of  their  full  resource  cost,  including,  but 
not  limited  to,  packaged  diagnostic 
radiopharmaceuticals.  The  offset 
amount  is  the  portion  of  each  APC 
payment  rate  that  could  reasonably  be 
attributed  to  the  cost  of  predecessor 
diagnostic  radiopharmaceuticals  when 
considering  a  new  diagnostic 
radiopharmaceutical  for  pass-through 
payment  and  has  no  bearing  on  APC 
assignment.  We  will  consider  making 
preliminary  offset  amounts  available  for 
the  CY  2011  proposed  rule.  With  regard 
to  pricing  for  new  radiopharmaceuticals 
and  technologies,  we  note  that  the 
purpose  of  the  pass-through  provision, 
with  specific  payment  at  ASP+6  using 
the  ASP  methodology,  is  to  make  it 
easier  for  hospitals  to  try  these  new 
products. 

Comment:  One  commenter  asked 
about  the  proper  billing  of  diagnostic 
radiopharmaceuticals  and  nuclear 
medicine  scans  when  the  diagnostic 
radiopharmaceutical  is  administered  in 
the  HOPD  and  the  nuclear  medicine 


scan  is  subsequently  performed  in  the 
inpatient  department  of  a  hospital. 

Response:  If  a  patient  received  a 
diagnostic  radiopharmaceutical  as  an 
outpatient  and  was  then  admitted  as  an 
inpatient  before  receiving  a  nuclear 
medicine  scan,  payment  to  the  hospital 
for  this  patient  would  be  paid  using  a 
Medicare  Severity  Diagnosis-Related 
Group  (MS-DRG)  under  the  IPPS  and 
would  include  the  cost  of  both  the 
nuclear  medicine  scan  and  the 
diagnostic  radiopharmaceutical  because 
it  is  our  long  standing  policy  to  bundle 
billing  of  outpatient  diagnostic  services 
into  payment  for  the  inpatient 
admission  (42  CFR  412.2(c)(5)(ii)). 

After  consideration  of  Ae  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modificatipn,  to  apply  the 
diagnostic  radiopharmaceutical  offset 
policy  to  payment  for  pass-through 
diagnostic  radiopharmaceuticals,  as 
described  above.  Tablb  29  below 
displays  the  APCs  to  which  nuclear 
medicine  procedures  are  assigned  in  CY 
2011  and  for  which  we  expect  that  an 


APC  offset  could  be  applicable  in  the 
case  of  diagnostic  radiopharmaceuticals 
with  pass-through  status. 

We  will  continue  to  post  annually  on 
the  CMS  Web  site  at  http:// 
www.cms.gov/HospitalOutpatientPPS  a 
file  that  contains  the  APC  offset 
amounts  that  will  be  used  for  that  year 
for  purposes  of  both  evaluating  cost 
significance  for  candidate  pass-through 
device  categories  and  drugs  and 
biologicals,  including  diagnostic 
radiopharmaceuticals,  and  establishing 
any  appropriate  APC  offset  amounts. 
Specifically,  the  file  will  continue  to 
provide,  for  every  OPPS  clinical  APC, 
the  amounts  and  percentages  of  APC 
payment  associated  with  packaged 
implantable  devices,  including 
implantabld  biologicals;  “policy- 
packaged”  drugs,  including  diagnostic 
radiopharmaceuticals  and  contrast 
agents:  and  “threshold-packaged”  drugs 
and  biologicals,  which  are  all  other 
drugs,  therapeutic 
radiopharmaceuticals,  and 
nonimplantable  biologicals. 


Table  29— APCs  To  Which  Nuclear  Medicine  Procedures  Are  Assigned  for  CY  201 1 


CY  2011  APC 

CY  201 1  APC  Title 

0307  . 

Myocardial  Positron  Emission  Tomography  (PET)  Imaging. 

0308  . 

Non-Myocardial  Positron  Emission  Tomography  (PET)  Imaging. 

0377  . 

Level  II  Cardiac  Imaging. 

0378  . 

Level  II  Pulmonary  Imaging. 

0389  . 

Level  1  Non-imaging'Nuclear  Medicine. 

0390  . 

Level  1  Endocrine  Imaging. 

0391  . 

Level  II  Endocrine  Imaging. 

0392  . 

Level  II  Non-imaging  Nuclear  Medicine. 

0393  . 

Hematologic  Processing  &  Studies. 

0394  . 

Hepatobiliary  Imaging. 

0395  . 

Gl  Tract  Imaging. 

0396  . 

Bone  Imaging. 

0397  . 

Vascular  Imaging. 

0398  . 

Level  1  Cardiac  Imaging. 

0400  . •. . 

Hematopoietic  Imaging. 

0401  . 

Level  1  Pulmonary  Imaging. 

0402  . . 

Level  II  Nervous  System  Imaging. 

0403  . 

Level  1  Nervous  System  Imaging^ 

0404  . 

Renal  and  Genitourinary  Studies. 

0406  . 

Level  1  Tumor/Infection  Imaging. 

0408  . 

Level  II  Tumor/Infection  Imaging. 

0414 . 

Level  II  Tumor/Infection  Imaging. 

c.  Payment  Offset  Policy  for  Contrast 
Agents 

As  described  above,  section 
1833(t)(6)(DKi)  of  the  Act  specifies  that ' 
the  transitional  pass-through  payment 
amount  for  pass-through  drugs  and 
biologicals  is  the  difference  between  tbe 
amount  paid  under  section  1842(o)  of 
the  Act  (or  the  Part  B  drug  CAP  rate)  and 
the  otherwise  applicable  OPD  fee 
schedule  amount.  There  are  currently 
two  contrast  agents  with  pass-through 
status  under  the  OPPS:  HCPCS  code- 


A9583  (Injection,  gadoxetate  disodium, 
per  ml)  and-HCPCS  code  C9275 
(Injection,  hexaminolevulinate 
hydrochloride,  100  mg,  per  study  dose). 
HCPCS  code  A9583  was  granted  pass¬ 
through  status  beginning  January  1 , 
2010,  and  will  continue  with  pa.ss- 
through  status  in  CY  2011,  and  HCPCS 
code  C9275  was  granted  pass-through 
status  beginning  January  1,  2011,  and 
will  continue  with  pass-through  status 
in  CY  2011.  As  described  earlier  in 
section  V.A.3.  of  this  final  rule  with 
comment  period,  new  pass-through 


contrast  agents  will  be  paid  at  ASP+6 
percent,  while  those  without  ASP 
information  will  be  paid  at  WAC+6 
percent  or,  if  WAC  is  not  available, 
payment  will  be  based  on  95  percent  of 
the  product’s  most  recently  published 
AWP. 

We  believe  that  a  payment  offset  is 
necessary  in  order  to  provide  an 
appropriate  transitional  pass-through 
payment  for  contrast  agents,  because  all 
of  these  items  are  packaged  when  they' 
do  not  have  pass-through  status.  In 
accordance  with  our  standard  offset 
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methodology,  in  the  CY  2011  OPPS/ 

ASC  proposed  rule  (75  FR  46263),  we 
proposed  for  GY  2011  to  deduct  from 
the  payment  for  pass-through  contrast 
agents  an  amount  that  reflects  the 
portion  of  the  APC  payment  associated 
with  predecessor  contrast  agents,  in 
order  to  ensure  no  duplicate  contrast 
agent  payment  is  made. 

In  CY  2010,  we  established  a  policy 
to  estimate  the  portion  of  each  APC 
payment  rate  that  could  reasonably  be 
attributed  to  the  cost  of  predecessor 
contrast  agents  when  considering  new 
contrast  agents  for  pass-through 
payment  (74  FR  60482  through  60484). 
For  CY  2011,  we  proposed  to  continue 
to  apply  this  same  policy  to  contrast 
agents.  Specifically,  we  proposed  to 
utilize  the  “policy-packaged”  drug  offset 
fraction  for  clinical  APCs  calculated  as 
1  minus  (the  cost  from  single  procedure 
claims  in  the  APC  after  removing  the 
cost  for  “policy-packaged”  drugs  divided 
by  the  cost  from  single  procedure  claims 
in  the  APC).  As  discussed  above,  in  CY 
2010,  we  finalized  a  policy  to  redefine 
“policy-packaged”  drugs  as  only 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  (74  FR  60495  through  60499).  To 
determine  the  actual  APC  offset  amount 
for  pass-through  contrast  agents  that 


takes  into  consideration  the  otherwise 
applicable  OPPS  payment  amount,  we 
proposed  to  multiply  the  “policy- 
packaged”  drug  offset  fraction  by  the 
APC  payment  amount  for  the  procedure 
with  which  the  pass-through  contrast 
agent  is  used  and,  accordingly,  reduce 
the  separate  OPPS  payment  for  the  pass¬ 
through  contrast  agent  by  this  amount. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  deduct, 
from  the  payment  for  pass-through 
contrast  agents,  an  amount  that  reflects 
the  portion  of  the  APC  payment 
associated  with  predecessor  contrast 
agents  in  order  to  ensure  no  duplicate 
contrast  agent  payment  is  made.  We  are 
finalizing  the  proposed  CY  2011  pass¬ 
through  contrast  agent  offset  policy  to 
specify  the  procedural  APCs  to  which 
offsets  for  pass-through  contrast  agents 
would  apply.  In  addition,  as  proposed, 
for  this  final  rule  with  comment  period, 
we  have  identified  in  Table  30  below 
procedural  APCs  for  which  we  expect  a 
contrast  agent  offset  could  be  applicable 
-  in  the  case  of  a  pass-through  contrast 
agent  as  any  procedural  APC  with  a 
“policy-packaged”  drug  amount  greater 
than  $20  that  is  not  a  nuclear  medicine 
APC  identified  in  Table  27  above.  The 
methodology  used  to  determine  a 
threshold  cost  for  application  of  a 


contrast  agent  offset  policy  is  described 
in  detail  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (70  FR  60483 
through  60484).  We  are  finalizing  this 
methodology  for  CY  2011  to  continue  to 
recognize  that  when  a  contrast  agent 
with  pass-through  status  is  billed  with 
any  procedural  APC  listed  in  Table  30, 
a  specific  offset  based  on  the  procedural 
APC  would  be  applied  to  payment  for 
the  contrast  agent  to  ensure  that 
duplicate  payment  is  not  made  for  the 
contrast  agent. 

As  proposed,  for  this  final  rule  with 
comment  period,  we  will  continue  to 
post  annually  on  the  CMS  Web  site  at 
http  :Uwww.  cms.gov/ 
HospitalOutpatientPPS  a  file  that 
contains  the  APC  offset  amounts  that 
will  be  used  for  that  year  for  purposes 
of  both  evaluating  cost  significance  for 
candidate  pass-through  device 
categories  and  drugs  and  biologicals, 
including  contrast  agents,  and 
establishing  any  appropriate  APC  offset 
amounts.  Specifically,  the  file  will 
continue  to  provide,  for  every  OPPS 
clinical  APC,  the  amounts  and 
percentages  of  APC  payment  associated 
with  packaged  implantable  devices, 
“policy-packaged”  drugs,  and 
“threshold-packaged”  drugs  and 
biologicals. 


Table  30— APCs  To  Which  a  Contrast  Agent  Offset  May  Be  Applicable  for  CY  2011 


CY  201 1  APC 

CY  2011  APC  Tine 

0080  . 

Diagnostic  Cardiac  Catheterization. 

0082  . 

Coronary  or  Non-Corpnary  Atherectomy. 

0083  . 

Coronary  or  Non-Coronary  Angioplasty  and  Percutaneous  Valvulopasty. 

0093  . 

Vascular  Reconstruction/Fistula  Repair  without  Device. 

0104 . 

T ranscatheter  Placement  of  Intracoronary  Stents.  ‘  ' 

0128 . 

Echocardiogram  with  Contrast. 

0152 . 

Level  1  Percutaneous  Abdominal  and  Biliary  Procedures. 

0229  . 

Transcatheter  Placement  of  Intravascular  Shunts. 

0278  . 

Diagnostic  Urography. 

0279  . 

Level  II  Angiography  and  Venography. 

0280  . 

Level  III  Angiography,  and  Venography. 

0283  . 

Computed  Tomography  with  Contrast.  ^ 

0284  ..: . 

Magnetic  Resonance  Imaging  and  Magnetic  Resonance  Angiography  with  Contrast. 

0333  . 

Computed  Tomography  without  Contrast  followed  by  Contrast. 

0337  . 

Magnetic  Resonance  Imaging  and  Magnetic  Resonance  Angiography  without  Contrast  followed  by  Contrast. 

0375  . 

Ancillary  Outpatient  Services  When  Patient  Expires. 

0383  . 

Cardiac  Computed  Tomographic  Imaging. 

0388  . 

Discography. 

0418 . 

1  Insertion  of  Left  Ventricular  Pacing  Elect. 

0442  . 

i  Dosimetric  Drug  Administration. 

0653  . . . 

Vascular  Reconstruction/Fistula  Repair  with  Device.  ' 

0656  . 

!  Transcatheter  Placement  of  Intracoronary  Drug-Eluting  Stents. 

0662  . 

1  CT  Angiography. 

0668  . 

j  Level  1  Angiography  and  Venography. 

8006  . 

CT  and  CTA  with  Contrast  Composite. 

8008  . 

MRI  and  MRA  with  Contrast  Composite. 
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B.  OPPS  Payment  for  Drugs,  Biologicals, 
and  Radiopharmaceuticals  Without 
Pass-Through  Status 

1.  Background 

Under  the  CY  2010  OPPS,  we 
currently  pay  for  drugs,  biologicals,  and 
radiopharmaceuticals  that  do  not  have 
pass-through  status  in  one  of  two  ways: 
As  a  packaged  payment  into  the 
payment  for  the  associated  service;  or  as 
a  separate  payment  (individual  APCs). 

We  explained  in  the  April  7,  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18450)  that  we  generally  package  the 
cost  of  drugs  and  radiopharmaceuticals 
into  the  APC  payment  rate  for  the  ■ 
procedure  or  treatment  with  which  the 
products  are  usually  furnished. 

Hospitals  do  not  receive  separate 
payment  for  packaged  items  and 
supplies,  and  hospitals  may  not  bill 
beneficiaries  separately  for  any 
packaged  items  and  supplies  whose 
costs  are  recognized  and  paid  within  the 
national  OPPS  payment  rate  for  the 
associated  procedure  or  service. 
(Transmittal  A-01-133,  issued  on 
November  20,  2001,  explains,  in  greater 
detail,  the  rules  regarding  separate  , 
payment  for  packaged  services.) 

Packaging  costs  into  a  single  aggregate 
payment  for  a  service,  procedure,  or 
episode-of-care  is  a  fundamental 
principle  that  distinguishes  a 
prospective  payment  system  from  a  fee 
schedule.  In  general,  packaging- the  costs 
of  items  and  services  into  the  payment 
for  the  primary  procedure  or  service 
with  which  they  are  associated 
encourages  hospital  efficiencies  and 
also  enables  hospitals  to  manage  their 
resources  with  maximum  flexibility. 

Section  1833(t)(16)(B)  of  the  Act,  as 
added  by  section  621(a)(2)  of  Public 
Law  108-173,  set  the  threshold  for 
establishing  separate  APCs  for  drugs 
and  biologicals  at  $50  per 
administration  for  CYs  2005  and  2006. 
Therefore,  for  CYs  2005  and  2006,  we 
paid  separately  for  drugs,  biologicals, 
and  radiopharmaceuticals  whose  per 
day  cost  exceeded  $50  and  packaged  the 
costs  of  drugs,  biologicals,  and  ■ 
radiopharmaceuticals  whose  per  day 
cost  was  equal  to  or  less  than  $50  into 
the  procedures  with  which  they  were 
billed.  For  CY  2007,  the  packaging 
threshold  for  drugs,  biologicals,  and 
radiopharmaceuticals  that  were  not  new 
and  did  not  have  pass-through  status 
was  established  at  $55.  For  CYs  2008 
and  2009,  the  packaging  threshold  for 
drugs,  biologicals,  and 
radiopharmaceuticals  that  were  not  new 
and  did  not  have  pass-through  status 
wa.s  established  at  $60.  For  CY  2010,  the 
packaging  threshold  for  drugs, 
biologicals,  and  radiopharmaceuticals 


that  were  not  new  and  did  not  have 
pass-through  status  was  established  at 
$65.  The  methodology  used  to  establish 
the  $55  threshold  for  CY  2007,  the  $60 
threshold  for  CYs  2008  and  2009,  the 
$65  threshold  for  CY  2010,  and  our 
approach  for  CY  2011  are  discussed  in 
more  detail  in  section  V.B.2.b.  of  this 
final  rule  with  comment  period. 

2.  Criteria  for  Packaging  Payment  for 
Drugs,  Biologicals,  and 
Radiopharmaceuticals 

a.  Background 

As  indicated  in  section  V.B.l.  of  this 
final  nile  with  comment  period,  in 
accordance  with  section  1833(t)(16)(B) 
of  the  Act,  the  threshold  for  establishing 
separate  APCs  for  payment  of  drugs  and 
biologicals  was  set  to  $50  per 
administration  during  CYs  2005  and 

2006.  In  CY  2007,*we  used  the  four 
quarter  moving  average  Producer  Price 
Index  (PPI)  levels  for  Pharmaceutical 
Preparations  (Prescription)  to  trend  the 
$50  threshold  forward  from  the  third 
quarter  of  CY  2005  (when  the  Pub.  L. 
108-173  mandated  threshold  became 
effective)  to  the  third  quarter  of  CY 

2007.  We  then  rounded  the  resulting 
dollar  amount  to  the  nearest  $5 
increment  in  order  to  determine  the  CY 

2007  threshold  amount  of  $55.  Using 
the  same  methodology  as  that  used  in 
CY  2007  (which  is  discussed  in  more 
detail  in  the  CY  2007  OPPS/ASC  final 
rule  with  comment  period  (71  FR  68085 
through  68086)),  we  set  the  packaging 
threshold  for  establishing  separate  APCs 
for  diugs  and  biologicals  at  $60  for  CYs 

2008  and  2009.  For  CY  2010,  we  set  the 
packaging  threshold  at  $65. 

Following  the  CY  2007  methodology, 
for  CY  2011 ,  we  used  updated  four 
quarter  moving  average  PPI  levels  to 
trend  the  $50  threshold  forward  from 
the  third  quarter  of  Cy  2005  to  the  third 
quarter  of  CY  2011  and  again  rounded 
the  resulting  dollar  amount  ($70.64)  to 
the  nearest  $5  increment,  which  yielded 
a  figure  of  $70.  In  performing  this 
calculation,  we  used  the  most  recent 
forecast  of  the  quarterly  index  levels  for 
the  PPI  for  Pharmaceuticals  for  Human 
Use  (Prescription)  (Bureau  of  Labor 
Statistics  (BLS)  series  code 
WPUSI07003)  from  CMS’  Office  of  the 
Actuary  (OACT).  We  note  that  we  are 
not  making  a  change  to  the  PPI  that  is 
used  to  calculate  the  threshold  for  CY 
2011;  however,  there  was  a  recent 
change  to  the  BLS  naming  convention 
for  this  series.  We  refer  to  this  series 
generally  as  the  PPI  for  Prescription 
Drugs  below.  We  chose  this  PPI  as  it 
reflects  price  changes  associated  with 
the  average  mix  of  all  pharmaceuticals 
in  the  overall  economy.  In  addition,  we 


chose  this  price  series  because  it  is 
publicly  available  and  regularly 
published  improving  public  access  and 
transparency.  Forecasts  of  the  PPI  for 
Prescription  Drugs  are  developed  by  IHS 
Global  Insight,  Inc.,  a  nationally 
recognized  economic  and  financial 
forecasting  firm.  As  actual  inflation  for 
past  quarters  replaced  forecasted 
amounts,  the  PPI  estimates  for  prior 
quarters  have  been  revised  (compared 
with  those  used  in  the  CY  2007  OPPS/ 
ASC  final  rule  with  comment  period) 
and  have  been  incorporated  into 'our 
calculation.  Based  on  the  calculations 
described  above,  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46265),  we 
proposed  a  packaging  threshold  for  CY 
2011  of  $70.  (For  a  more  detailed 
discussion  of  the  OPPS  drug  packaging 
threshold  and  the  use  of  the  PPI  for 
Prescription  Drugs,  we  refer  readers  to 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68085  through 
68086).) 

b.  Cost  Threshold  for  Packaging  of 
Payment  for  HCPCS  Codes  that  Describe 
Certain  Drugs,  Nonimplantable 
Biologicals,  and  Therapeutic 
Radiopharmaceuticals  (“Threshold- 
Packaged  Drugs”) 

To  determine  their  proposed  CY  2011 
packaging  status,  for  the  CY  2011  OPPS/ 
ASC  proposed  rule,  we  calculated  the 
per  day  cost  of  all  drugs  on  a  HCPCS 
code-specific  basis  (with  the  exception 
of  those  drugs  and  biologicals  with 
multiple  HCPCS  codes  that  include 
different  dosages  as  described  in  section 
V.B.2.C.  of  the  proposed  rule  and  this 
final  rule  with  comment  period  and 
excluding  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  that  we 
proposed  to  continue  to  package  in  CY 
2011,  as  discussed  in  section  V.B.2.d.  of 
the  proposed  rule  and  this  final  rule 
with  comment  period),  nonimplantable 
biologicals,  and  therapeutic 
radiopharmaceuticals  (collectively 
called  “threshold-packaged”  drugs)  that 
had  a  HCPCS  code  in  CY  2009  and  were 
paid  (via  packaged  or  separate  payment) 
under  the  OPPS,  using  CY  2009  claims 
data  processed  before  January  1,  2010. 

In  order  to  calculate  the  per  day  costs 
for  drugs,  nonimplantable  biologicals, 
and  therapeutic  radiopharmaceuticals  to 
determine  their  proposed  packaging 
status  in  CY  2011,  we  used  the 
methodology  that  was  described  in 
detail  in  the  CY  2006  OPPS  proposed 
rule  (70  FR  42723  through  42724)  and 
finalized  in  the  CY  2006  OPPS  final  rule 
with  comment  period  (70  FR  68636 
through  70  FR  68638). 

To  calculate  the  CY  2011  proposed 
rule  per  day  costs,  we  used  an  estimated 
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payment  rate  for  each  drug  and  the  threshold  amount  to  the  nearest  $5  beneficiaries  have  sufficient  access  to 


nonimplantable  biological  HCPCS  code 
of  ASP+6  percent  (which  was  the 
payment  rate  we  proposed  for  separately 
payable  drugs  and  nonimplantable 
biologicals  in  CY  2011,  as  discussed  in 
more  detail  in  section  V.B.S.b.  of  the 
proposed  rule  and  this  final  rule  with 
comment  period).  We  used  the 
manufacturer  submitted  ASP  data  from 
the  fourth  quarter  of  CY  2009  (data  that 
were  used  for  payment  purposes  in  the 
physician’s  office  setting,  effective  April 
1,  2010)  to  determine  the  proposed  rule 
per  day  cost. 

As  is  our  standard  methodology,  for 
CY  2011,  we  proposed  to  use  payment 
rates  based  on  the  ASP  data  from  the 
fourth  quarter  of  CY  2009  for  budget 
neutrality  estimates,  packaging 
determinations,  impact  rmalyses,  and 
completion  of  Addenda  A  and  B  to  the 
proposed  rule,  because  these  were  the 
most  recent  data  available  for  use  at  the 
time  of  development  of  the  proposed 
rule.  These  data  were  also  the  basis  for 
drug  payments  in  the  physician’s  office 
setting,  effective  April  1,  2010.  For 
items  that  did  not  have  an  ASP-based 
payment  rate,  such  as  some  therapeutic 
radiopharmaceuticals,  we  used  their 
mean  unit  cost  derived  from  the  CY 
2009  hospital  claims  data  to  determine 
their  per  day  cost.  We  proposed  to 
package  items  with  a  per  day  cost  less 
than  or  equal  to  $70  and  identified 
items  with  a  per  day  cost  greater  than 
$70  as  separately  payable.  Consistent 
with  our  past  practice,  we  crosswalked 
historical  OPPS  claims  data  from  the  CY 
2009  HCPCS  codes  that  were  reported  to 
the  CY  2010  HCPCS  codes  that  we 
displayed  in  Addendum  B  to  the 
proposed  rule  for  payment  in  CY  2011. 

Comment:  The  majority  of 
commenters  objected  to  the  proposed 
increase  in  the  OPPS  packaging 
threshold  to  $70  for  CY  2011.  A  few 
commenters  recommended  that  CMS 
consider  either  eliminating  the  drug 
packaging  threshold  and  providing 
separate  payment  for  all  drugs  with 
HCPCS  codes  or  freezing  the  packaging 
threshold  at  $65  for  CY  2011.  One 
commenter,  in  particular,  suggested  that 
CMS  freeze  the  packaging  threshold  for 
at  least  one  year.  Some  commenters 
objected  to  the  use  of  a  packaging 
threshold  under  the  OPPS  when  one  is 
not  used  for  physician’s  office  payment. 
These  commenters  expressed  concern 
that  the  packaging  threshold  may 
impede  beneficiary  access  to  lower-cost 
packaged  drugs  in  the  HOPD  setting.  A 
few  commenters  suggested  that  CMS 
limit  increases  in  the  packaging 
threshold  amount  to  the  market  basket 
update  for  the  year.  One  commenter  also 
recommended  that  CMS  not  round  up 


increment  and  instead  defer  increases  in 
the  threshold  until  changes  in  prices 
exceed  $5. 

Some  commenters  believed  that 
eliminating  the  packaging  threshold  and 
paying  separately  for  all  drugs  in  the 
HOPD  setting  would  allow  a  more 
accurate  calculation  of  the  separately 
payable  payment  amount  for  drugs 
(otherwise  referred  to  as  the  ASP+X 
calculation). 

Response:  As  discussed  in  detail  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66757  through 
66758),  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  (73  FR 
68643),  and  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60485  through  60487),  we  continue  to 
believe  that  unpackaging  payment  for 
all  drugs,  biologicals  ajid 
radiopharmaceuticals  is  inconsistent 
with  the  concept  of  a  prospective 
payment  system  and  that  such  a  change 
could  create  an  additional  reporting 
burden  for  hospitals.  The  OPPS  and  the 
MPFS  that  applies  to  physician’s  office 
services  are  fundamentally  different 
payment  systems  with  essential 
differences  in  their  payment  policies 
and  structures.  Specifically,  the  OPPS  is 
a  prospective  payment  system,  based  on 
the  concept  of  payment  for  groups  of 
services  that  share  clinical  and  resource 
characteristics.  Payment  is  made  under 
the  OPPS  according  to  prospectively 
established  payment  rates  that  are 
related  to  the  relative  costs  of  hospital 
resources  for  services.  The  MPFS  is  a  fee 
schedule  based  on  the  relative  value  of 
each  individual  component  of  services. 
Under  the  MPFS  approach,  separate 
payment  is  made  for  each  drug  provided 
in  the  physician’s  office,  but  the  OPPS 
packages  payment  for  certain  drugs  iqto 
the  associated  procedure  payment  for 
the  APC  group.  Given  the  fundamental 
difference  between  the  MPFS  payment 
mechanism  and  the  OPPS  payment 
mechanism,  differences  in  the  degrees 
of  packaged  payment  and  separate 
payment  between  these  two  systems  are 
to  be  expected. 

In  general,  we  do  not  believe  that  our 
packaging  methodology  under  the  OPPS 
results  in  limited  beneficiary  access  to 
drugs  because  packaging  is  a 
fundamental  component  of  a 
prospective  payment  system  that 
account  for  the  cost  of  certain  items  and 
services  in  larger  payment  bundles, 
recognizing  that  some  clinical  cases  may 
be  more  costly  and  others  less  costly, 
but  that,  on  average,  OPPS  payment  is 
appropriate  for  the  services  provided. 
The  growing  utilization  associated  with 
packaged  drugs  and  biologicals  in  our 
claims  data  suggest  Medicare 


these  items. 

We  note  that,  in  CYs  2005  and  2006, 
the  statutorily  mandated  drug  packaging 
threshold  was  set  at  $50,  and  we 
continue  to  believe  that  it  is  appropriate 
to  continue  a  modest  drug  packaging 
threshold  for  the  CY  2011  OPPS  for  the 
reasons  set  forth  below.  As  stated  in  the 
CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68086),  we 
believe  that  packaging  certain  items  is  a 
fundamental  component  of  a 
prospective  payment  system,  that 
packaging  these  items  does  not  lead  to 
beneficiary  access  issues  and  does  not 
create  a  problematic  site  of  service 
differential,  that  the  packaging 
threshold  is  reasonable  based  on  the 
initial  establishment  in  law  of  a  $50 
threshold  for  the  CY  2005  OPPS,  that 
updating  the  $50  threshold  is  consistent 
with  industry  and  government  practices, 
and  that  the  PPI  for  Prescription  Drugs 
is  an  appropriate  mechanism  to  gauge 
Part  B  drug  inflation.  Therefore,  because 
of  our  continued  belief  that  packaging  is 
a  fundamental  component  of  a 
prospective  payment  system  that 
continues  to  provide  important 
flexibility  and  efficiency  in  the  delivery 
of  high  quality  hospital  outpatient 
services,  we  are  not  adopting  the 
commenters’  recommendations  to  pay 
separately  for  all  drugs,  biologicals,  and 
radiopharmaceuticals  for  CY  2011  or  to 
eliminate  or  to  freeze  the  packaging 
threshold  at  $65. 

We  disagree  with  the  commenters 
who  suggested  that  CMS  should  limit 
increases  in  the  outpatient  drug 
packaging  threshold  amount  to  the 
market  basket  update  for  the  year.  As 
stated  above,  we  continue  to  believe  that 
updating  the  $50  threshold,  is  consistent 
with  industry  and  government  practices 
and  that  the  PPI  for  Prescription  Drugs 
is  an  appropriate  mechanism  to  gauge 
Part  B  drug  inflation.  As  we  stated  in 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68085),  we 
believe  that  the  PPI  for  Prescription 
Drugs  reflects  price  changes  at  the 
wholesale  or  manufacturer  stage. 
Because  OPPS  payment  rates  for  drugs 
and  biologicals  are  generally  based  on 
the  ASP  data  that  are  reported  by  their 
manufacturers,  we  believe  that  the  PPI 
for  Prescription  Drugs  is  an  appropriate 
price  index  to  use  to  update  the 
packaging  threshold  for  CY  2007  and 
beyond. 

We  note  that  the  market  basket  update 
contains  numerous  price  proxies, 
including  but  not  limited  to  proxies  for 
wages  and  salaries,  utilities,  and 
nonlabor-related  expenses,  that  are  not 
related  to  price  increases  for 
prescription  drugs.  Therefore,  we 
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believe  that  the  market  basket  as  a 
whole  is  not  an  appropriate  mechanism 
for  determining  the  outpatient  drug 
packaging  threshold  amount.  Within  the 
calculation  of  the  market  basket  update, 
we  use  the  PPI  for  Prescription  Drugs 
specifically  to  measure  the  price  growth 
for  prescription  drugs  but  price  changes 
for  prescription  drugs  are  only  one 
component  of  price  changes  for  the 
numerous  items  and  services  hospital 
purchase.  Additionally,  we  disagree 
with  the  commenters’  suggestion  that 
we  not  round  up  the  packaging 
threshold  to  the  nearest  $5  increment 
and,  instead,  defer  any  increases  in  the 
threshold  until  changes  in  prices  -exceed 
$5.  We  note  that  we  equally  round  up 
or  round  down  to  the  nearest  $5 
increment,  and  we  continue  to  believe 
that  rounding  to  the  nearest  $5 
increment  is  appropriate  when 
determining  the  drug  packaging 
threshold. 

Finally,  we  believe  that  our  continued 
application  of  the  methodology  initially 
adopted  in  CY  2007  to  update  the  drug 
packaging  threshold  does  not  inhibit  our 
ability  to  pay  accurately  for  drugs  and 
biologicals.  We  have  made  several 
refinements  to  the  ASP+X  drug  payment 
methodology  under  the  OPPS  for 
nonpass-through  drugs  and  biologicals 
over  the  past  several  years  to  improve 
its  accuracy.  During  that  time,  we  have 
continued  to  implement  our  established 
methodology  for  annually  updating  the 
drug  packaging  threshold.  For  CY  201t), 
we  finalized  an  overhead  adjustment 
methodology  for  determining  payment 
for  separately  payable  drugs  without 
pass-through  status  while  we  have 
continued  to  consistently  apply  the 
methodology  described  above  to  update 
the  drug  packaging  threshold. 

For  purposes  of  this  final  rule  with 
comment  period,  we  again  followed  the 
CY  2007  methodology  for  CY  2011  and 
used  updated  four  quarter  moving 
average  PPI  index  levels  to  trend  the  $50 
threshold  forward  from  the  third  quarter 
of  CY  2005  to  the  third  quarter  of  CY 
2011  and  again  rounded  the  resulting 
dollar  amount  ($68.57)  to  the  nearest  $5 
increment,  which  yielded  a  figure  of 
$70.  In  performing  this  calculation,  we 
used  the  most  recent  forecast  of  the 
quarterly  PPI  index  levels  from  CMS’ 
OACT. 

After  consideration  of  the  public 
comments  we-received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  continue  using 
the  established  methodology  for 
annually  updating  the  OPPS  packaging 
threshold  for  drugs  and  biologicals  by 
the  PPI  for  Prescription  Drugs.  The  final 
CY  201 1  drug  packaging  threshold  is 
$70,  calculated  according  to  the 


threshold  update  methodology  that  we 
have  applied  since  CY  2007. 

Our  policy  during  previous  cycles  of 
the  OPPS  has  been  to  use  updated  ASP 
and  claims  data  to  make  final 
determinations  of  the  packaging  status 
of  HCPCS  codes  for  drugs, 
nonimplantable  biologicals,-  and 
therapeutic  radiopharmaceuticals  for 
the  final  rule  with  comment  period.  We 
note  that  it  is  also  our  policy  to  make 
an  annual  packaging  determination  for  a 
HCPCS  code  only  when  we  develop  the 
OPPS/ASC  final  rule  for  the  update 
year.  Only  HCPCS  codes  that  are 
identified  as  separately  payable  in  the 
final  rule  with  comment  period  are 
subject  to  quarterly  updates.  For  our 
calculation  of  per  day  costs  of  HCPCS 
codes  for  drugs  and  nonimplantable 
biologicals  in  this  CY  2011  OPPS/ASC 
final  rule  with  comment  period,  as  we 
proposed,  we  used  ASP  data  from  the 
first  quarter  of  CY  2010,  which  is  the 
basis  for  calculating  payment  rates  for 
drugs  and  biologicals  in  the  physician’s 
office  setting  using  the  ASP 
methodology,  effective  July  1,  2010, 
along  with  updated  hospital  claims  data 
from  CY  2009.  We  note  that  we  also 
used  these  data  for  budget  neutrality 
estimates  and  impact  analyses  for  this 
CY  2011  OPPS/ASC  final  rule  with 
comment  period.  Payment  rates  for 
HCPCS  codes  for  separately  payable 
drugs  and  nonimplantable  biologicals 
included  in  Addenda  A  and  B  to  this 
final  rule  with  comment  period  are 
based  on  ASP  data  from  the  second 
quarter  of  CY  2010,  which  are  the  basis 
for  calculating  payment  rates  for  drugs 
and  biologicals  in  the  physician’s  office 
setting  using  the  ASP  methodology, 
effective  October  1, 2010.  These  rates 
would  then  be  updated  in  the  January 
2011  OPPS  update,  based  on  the  most 
recent  ASP  data  to  be  used  for 
physician’s  office  and  OPPS  payment  as 
of  January  1,  2011.  For  items  that  do  not 
currently  have  an  ASP-based  payment 
fate,  we  recalculate  their  mean  unit  cost 
from  all  of  the  CY  2009  claims  data  and 
updated  cost  report  information 
available  for  this  CY  2011  final  rule 
with  comment  period  to  determine  their 
final  per  day  cost. 

Consequently,  the  packaging  status  of 
some  HCPCS  codes  for  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  in  this 
CY  2011  OPPS/ASC  final  rule  with 
comment  period  using  the  updated  data 
may  be  different  from  the  same  drug 
HCPCS  code’s  packaging  status 
determined  based  on  the  data  used  for 
the  proposed  rule.  Under  such 
circumstances,  as  we  proposed,  we  are 
continuing  to  follow  the  established 
policies  initially  adopted  for  the  CY 


2005  OPPS  (69  FR  65780)  in  order  to 
more  equitably  pay  for  those  drugs 
whose  median  cost  fluctuates  relative  to 
the  CY  2011  OPPS  drug  packaging 
threshold  and  the  drug’s  payment  status 
(packaged  or  separately  payable)  in  CY 

2010.  Specifically,  as  we  proposed,  for 
CY  2011,  we  applied  the  following 
policies  to  these  HCPCS  codes  for  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  whose 
relationship  to  the  $70  drug  packaging 
threshold  changes  based  on  the  final 
updated  data: 

•  HCPCS  codes  for  drugs  and 
nonimplantable  biologicals  that  were 
paid  separately  in  CY  2010  and  that 
were  proposed  for  separate  payment  in 
CY  2011,  and  then  have  per  day  costs 
equal  to  or  less  than  $70,  based  on  the 
updated  ASPs  and  hospital  claims  data 
used  for  this  CY  2011  final  rule  with 
comment  period,  will  continue  to 
receive  separate  payment  in  CY  2011. 

•  HCPCS  codes  for  drugs  and 
nonimplantable  biologicals  that  were 
packaged  in  CY  2010  and  that  were 
proposed  for  separate  payment  in  CY 

2011,  and  then  have  per  day  costs  equal 
to  or  less  than  $70,  based  on  the 
updated  ASPs  and  hospital  claims  data 
used  for  this  CY  201 1  final  rule  with 
comment  period,  will  remain  packaged 
in  CY  2011. 

•  HCPCS  codes  for  drugs  and 
nonimplantable  biologicals  for  which 
we  proposed  packaged  payment  in  CY 
2011  but  then  have  per  day  costs  greater 
than  $70.  based  on  the  updated  ASPs 
and  hospital  claims  data  used  for  this 
CY  2011  final  rule  with  comment 
period,  will  receive  separate  payment  in 
CY  2011. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  apply  the 
established  policies  initially  adopted  for 
the  CY  2005  OPPS  (69  FR  65780)  in 
order  to  more  equitably  pay  for  those 
drugs  whose  median  cost  fluctuates 
relative  to  the  CY  2011  OPPS  drug 
packaging  threshold  and  the  drug’s 
payment  status  (packaged  or  separately 
payable)  in  CY  2010.  Therefore,  we  are 
finalizing  our  proposal,  without 
modification,  for  CY  2011. 

We  note  that  HCPCS  codes  J0945 
(injection,  brompheniramine  maleate, 
per  10  mg),  J2320  (injection,  nandrolone 
decanoate,  up  to  50  mg),  and  J2724 
(Injection,  protein  c  concentrate, 
intravenous,  human,  10  iu)  were  paid 
separately  for  CY  2010  and  were 
proposed  for  separate  payment  in  CY 
?011  and  had  final  per  day  costs  of  less 
than  the  $70  drug  packaging  threshold, 
based  on  updated  ASPs  and  the  CY 
2009  hospital  claims  data  available  for 
this  CY  2011  final  rule  with  comment 
period.  Therefore  HCPCS  codes  J0945, 
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J2320,  and  J2724  will  continue  to  be 
paid  separately  in  CY  2011  according  to 
the  established  methodology  set  forth 
above. 

In  addition,  we  proposed  to  provide 
separate  payment  for  HCPCS  code  J1835 
(injection,  itraconazole,  50  mg)  in  CY 
2011,  although  its  payment  was 
packaged  in  CY  2010.  Using  updated 
ASPs  and  the  CY  2009  hospital  claims 
data  available  for  this  final  rule  with 
comment  period,  HCPCS  code  ]1835 
now  has  a  per  day  cost  of  less  than  $70. 

In  accordance  with  our  established 
policy  for  such  cases,  for  CY  2011  we 
will  package  payment  for  HCPCS  code 
]1835. 

Finally,  we  proposed  to  package 
HCPCS  codes  J0348  (Injection, 
anidulafungin,  1  mg),  J2510  (injection, 
penicillin  g  procaine,  aqueous,  up  to 
600,000  units),  J2700  (injection, 
oxacillin  sodium,  up  to  250  mga),  and 
J2805  (Injection,  sincalide,  5 
micrograms)  for  CY  2011.  Using 
updated  ASPs  and  the  CY  2009  hospital 
claims  data  available  for  this  final  rule 
with  comment  period,  HCPCS  codes 
J0348,  J2510,  J2700,  and  J2805  now  have 
per  day  costs  greater  than  $70.  In 
accordance  with  our  established  policy 
for  such  cases,  for  CY  2011  we  will  pay 
for  HCPCS  codes  J0348, 12510,  J2700, 
and  J2805  separately. 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60485 
through  60489),  we  implemented  a 
policy  to  treat  oral  and  injectable  forms 
of  5-HT3  antiemetics  comparable  to  all 
other  threshold  packaged  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  under 
our  standard  packaging  methodology  of 
packaging  drugs  with  a  per  day  cost  less 
than  $70.  In  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46266),  we 
proposed  for  CY  2011  to  continue  our 
policy  of  not  exempting  these  5-HT3 
antiemetic  products  from  our  standard 
packaging  methodology  and  to  package 
payment  for  all  of  the  5-HT3 
antiemetics  except  palonosetron 
hydrochloride,  consistent  with  their 
estimated  per  day  costs  from  the  CY 
2009  claims  data. 

Comment:  The  majority  of 
commenters  opposed  the  proposal  to 
continue  the  CY  2010  policy  of  no 
longer  exempting  the  oral  emd  injectable 
forms  of  5-HT3  antiemetics  from  the 
packaging  threshold,  thereby  packaging 
all  but  one  5-HT3  antiemetic.  Many 
commenters  requested  that  CMS  exempt 
all  5-HT3  antiemetics  fi:om  the 
packaging  methodology  in  order  to 
preserve  access  to  these  products. 

Response:  We  continue  to  believe  that 
use  of  these  antiemetics  is  an  integral 
part  of  an  anticancer  treatment  regimen 


and  that  OPPS  claims  data  demonstrate 
their  increasingly  common  hospital 
outpatient  utilization.  As  we  stated  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60488),  we  no 
longer  believe  that  a  specific  exemption 
to  our  standard  drug  payment 
methodology  is  necessary  to  ensure 
access  to  the  most  appropriate 
antiemetic  products  for  Medicare 
beneficiaries.  We  continue  to  believe 
that  our  analysis  conducted  in  the  CY 
2010  OPPS/ASC  proposed  rule  on  5- 
HT3  antiemetics  (74  FR  35320),  along 
with  the  historical  stability  in 
prescribing  patterns  for  these  products 
and  the  availability  of  generic 
alternatives  for  several  of  these 
products,  allows  us  to  continue  our 
policy  of  specifically  not  exempting 
these  products  from  the  OPPS  drug 
packaging  threshold.  Therefore,  we  are 
finalizing  our  proposal  of  not  exempting 
5-HT3  antiemetic  products  from  our 
standard  packaging  methodology  and  to 
packaged  payment  for  all  of  the  5-HT3 
antiemetics  consistent  with  their  per 
day  costs  from  the  CY  2009  claims  data. 
Under  this  methodology,  palonosetron 
hydrochloride  will  receive  separate 
payment  for  CY  2011.  We  expect  that 
packaging  will  encourage  hospitals  to 
use  the  most  cost-efficient  5-HT3 
antiemetic  that  is  clinically  appropriate. 
We  also  anticipate  that  hospitals  will 
continue  to  provide  care  that  is  aligned 
witht  the  best  interests  of  the  patient. 

We  do  not  believe  that  our  CY  2011 
policy  to  apply  the  drug  packaging 
threshold  to  5-HT3  antiemetics  will 
limit  beneficiaries’  ability  to  receive 
clinically  appropriate  drugs  and 
biologicals. 

Comment:  One  commenter  suggested 
that  CMS  institute  a  packaging 
threshold  exemption  for  antineoplastic 
agents  and  other  anticancer  therapeutic 
agents.  The  commenter  believed  that 
anticancer  agents,  as  a  class,  are  not 
appropriate  for  packaging  because  of  the 
toxicity,  side  effects,  potential  * 

interactions  with  other  drugs,  and  level 
of  patient  specificity  associated  with 
these  therapies.  The  commenter 
requested  that  CMS  not  apply  the  drug 
packaging  threshold  for  anticancer 
agents  and  any  product  that  is  typically 
used  in  chemotherapy  supportive  care 
regimens.  Instead  the  commenter 
requested  that  CMS  provide  separate 
payment  for  all  these  products  in  CY 
2011. 

Response:  As  we  discussed  in  the  CY 

2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66757),  the  CY 

2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68643),  and  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60488),  as  we 


continue  to  explore  the  possibility  of 
additional  encounter-based  or  episode 
based  payment  in  future  years,  we  may 
consider  additional  options  for 
packaging  drug  payment  in  the  future. 

For  example,  a  higher  drug  packaging 
threshold  could  eliminate  existing 
disparities  in  payment  methodologies 
for  other  drug  groups  and  provide 
similar  methods  of  payment  across 
items  in  a  group.  Nevertheless,  as 
discussed  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68643),  while  we  may  be  interested  in 
alternative  threshold  methodologies  for 
future  ratesetting  purposes,  we  realize 
that  there  are  existing  situations  where 
drugs  in  a  particular  category  vary  in 
their  payment  treatment  under  the 
OPPS  with  some  drugs  packaged  and 
other  separately  paid. 

We  continue  to  believe  the  challenges 
associated  with  categorizing  drugs  to 
assess  them  for  differences  in  their 
OPPS  payment  methodologies  are 
significant,  and  we  do  not  agree  that 
ensuring  the  same  payment  treatment 
for  all  drugs  in  any  particular  drug 
category  is  essential  at  this  time. 
Therefore,  it  would  not  be  appropriate 
at  this  time  to  take  any  additional  steps 
to  ensure  that  all  drugs  in  a  specific 
category,  including  antineoplastic 
agents,  are  all  separately  paid  (or 
alternatively,  all  packaged),  as  requested 
by  the  commenter. 

While  some  commenters  requested 
that  we  seek  feedback  from  interested 
stakeholders  when  the  packaging 
threshold  creates  a  payment 
methodology  disparity  between  drugs 
within  a  single  therapeutic  class,  we 
note  that  we  provide  an  opportunity 
through  the  annual  OPPS/ASC 
rulemaking  cycle  for  public  comment  on 
the  proposed  packaging  status  of  drugs 
and  biologicals  for  the  next  calendar 
year.  Further,  we  regularly  accept 
meeting  requests  from  interested 
providers  and  stakeholders  on  a  variety 
of  issues,  and  we  address  the  APC 
Panel’s  recommendations  in  our  annual 
proposed  and  final  rules.  We  have  often 
received  public  comments  related  to  our 
proposed  packaging  status  for  particular 
drugs  and  biologicals,  and  we  expect  to 
continue  to  receive  public  comments 
regarding  the  proposed  packaging  status 
for  drugs  and  biologicals  in  the  future. 

In  this  manner,  we  would  address 
specific  concerns  about  the  proposed 
packaging  status  for  individual  drugs 
and  biologicals  in  the  future,  including 
those  within  a  single  therapeutic  class 
where  some  drugs  may  be  proposed  to 
be  packaged  while  others  are  proposed 
to  be  separately  payable. 

In  summary,  after  consideration  of  the 
public  comments  we  received,  for  CY 
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2011,  we  are  finalizing  our  proposal  to 
continue  our  policy  of  not  exempting  5- 
HT3  antiemetics  from  the  drug 
packaging  threshold.  We  will  pay 
separately  for  palonosetron 
hydrochloride  for  CY  2011  because  its 
per  day  cost  is  greater  than  the  $70 
packaging  threshold.  In  addition,  we  are 
not  providing  any  exceptions  to  the 
standard  drug  packaging  methodology 
for  any  class  of  drugs,  including 
anticancer  therapies,  for  CY  2011. 

c.  Packaging  Determination  for  HCPCS 
Codes  That  Describe  the  Same  Drug  or 
Biological  But  Different  Dosages 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66776),  we 
began  recognizing,  for  OPPS  payment 
purposes,  multiple  HCPCS  codes 
reporting  different  dosages  for  the  same 
covered  Part  B  drugs  or  biologicals  in 
order  to  reduce  hospitals’  administrative 
burden  by  permitting  them  to  report  all 
HCPCS  codes  for  drugs  and  biologicals. 

In  general,  prior  to  CY  2008,  the  OPPS 
recognized  for  payment  only  the  HCPCS 
code  that  described  the  lowest  dosage  of 
a  drugor  biological.  We  extended  this 
recognition  to  multiple  HCPCS  codes  for 
several  other  drugs  under  the  CY  2009 
OPPS  (73  FR  68665).  During  CYs  2008 
and  2009,  we  applied  a  policy  that 
assigned  the  status  indicator  of  the 
previously  recognized  HCPCS  code  to 
the  associated  newly  recognized  code(s), 
reflecting  the  new  code(s)’  packaged  or 
separately  payable  status.  In  the  CY  ■ 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66775),  we 
explained  that  once  claims  data  were 
available  for  these  previously 
unrecognized  HCPCS  codes,  we  would 
determine  the  packaging  status  and 
resulting  status  indicator  for  each 
HCPCS  code  according  to  the  general, 
established  HCPCS  code-specific 
methodology  for  determining  a  code’s 
packaging  status  for  a  given  update  year. 
However,  we  also  stated  that  we, 
planned  to  closely  follow  our  claims 
data  to  ensure  that  our  annual  packaging 
determinations  for  the  different  HCPCS 
codes  describing  the  same  drug  or 
biological  did  not  create  inappropriate 
payment  incentives  for  hospitals  to 
report  certain  HCPCS  codes  instead  of 
others. 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60490 
through  60491),  we  finalized  a  policy  to 
make  a  single  packaging  determination 
for  a  drug,  rather  than  an  individual 
HCPCS  code,  when  a  drug  has  multiple 
HCPCS  codes  describing  different 
dosages.  We  analyzed  CY  2008  claims 
data  for  the  HCPCS  codes  describing 
different  dosages  of  the  same  drug  or 
biological  that  were  newly  recognized  in 


CY  2008  and  found  that  our  claims  data 
would  result  in  several  different 
packaging  determinations  for  different 
codes  describing  the  same  drug  or 
biological.  Furthermore,  we  found  that 
our  claims  data  would  include  few  units 
and  days  for  a  number  of  newly 
recognized  HCPCS  codes,  resulting  in 
our  concern  that  these  data  reflected 
claims  from  only  a  small  number  of 
hospitals,  even  though  the  drug  or 
biological  itself  may  be  reported  by 
many  other  hospitals  under  the  most 
common  HCPCS  code.  Based  on  these 
findings  from  our  first  available  claims 
data  for  the  newly  recognized  HCPCS  .. 
codes,  we  believed  that  adopting  our 
standard  HCPCS  code-specific 
packaging  determinations  for  these 
codes  could  lead  to  payment  incentives 
for  hospitals  to  report  certain  HCPCS 
codes  instead  of  others,  particularly 
because  we  do  not  currently  require 
hospitals  to  report  all  drug  and 
biological  HCPCS  codes  under  the  OWS 
in  consideration  of  our  previous  policy 
that  generally  recognized  only  the 
lowest  dosage  HCPCS  code  for  a  drug  or 
biological  for  OPPS  payment.  For  CY 
2011,  we  continue  to  believe  that 
adopting  the  standard  HCPCS  code¬ 
specific  packaging  determinations  for 
these  codes  could  lead  to  payment 
incentives  for  hospitals  to  report  certain 
HCPCS  codes  for  drugs  instead  of 
others.  Making  packaging 
determinations  on  a  drug-specific  basis 
eliminates  these  incentives  and  allows 
hospitals  flexibility  in  choosing  to 
report  all  HCPCS  codes  for  different 
dosages  of  the  same  drug  or  only  the 
lowest  dosage  HCPCS  code.  Therefore, 
in  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR46267),  we  proposed  to 
continue  our  policy  ta  make  packaging 
determinations  on  a  drug-specific  basis, 
rather  than  a  HCPCS  code-specific  basis, 
for  those  HCPCS  codes  that  describe  the 
.  same  drug  or  biological  but  different 
dosages  in  CY  2011. 

For  CY  2011,  in  order  to  propose  a 
packaging  determination  that  is 
consistent  across  all  HCPCS  codes  that 
describe  different  dosages  of  the  same 
drug  or  biological,  we  aggregated  both 
our  CY  2009  claims  data  and  our  pricing 
information  at  ASP+6  percent  across  all 
of  the  HCPCS  codes  that  describe  each 
distinct  drug  or  biological  in  order  to 
determine  the  mean  units  per  day  of  the 
drug  or  biological  in  terms  of  the  HCPCS 
code  with  the  lowest  dosage  descriptor. 
In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46267),  we  noted  that 
HCPCS  codes  J9093  (cyclophosphamide, 
lyophilized,  100  mg),  J9094 
(cyclophosphamide,  lyophilized,  200 
mg),  J9095  (cyclophosphamide. 


lyophilized,  500  mg),  J9096 
(cyclophosphamide,  lyophilized,  Ig), 
and  19097  (cyclophosphamide, 
lyophilized,  2g)  did  not  have  pricing 
information  available  for  the  ASP 
methodology  and,  as  is  our  current 
policy  for  determining  the  packaging 
status  of  other  drugs,  we  used  the  mean 
unit  cost  available  from  fourth  quarter 
CY  2009  claims  data  to  make  the 
packaging  determinations  for  these 
drugs.  For  all  other  drugs  and 
biologicals  that  have  HCPCS  codes 
describing  different  dosages,  we  then 
multiplied  the  weighted  average  ASP+6 
percent  or  mean  unit  cost  payment 
amount  across  all  dosage  levels  of  a 
specific  drug  or  biological  by  the 
estimated  units  per  day  for  all  HCPCS 
codes  that  describe  each  drug  or 
biological  from  our  claims  data  to 
determine  the  estimated  per  day  cost  of 
each  drug  or  biological  at  less  than  or 
equal  to  $70  (whereupon  all  HCPCS 
codes  for  the  same  drug  or  biological 
would  be  packaged)  or  greater  than  $70 
(whereupon  all  HCPCS  codes  for  the 
same  drug  or  biological  would  be 
separately  payable).  The  proposed 
packaging  Status  of  each  drug  and  . 
biological  HCPCS  code,  to  which  this 
methodology  would  apply  was 
displayed  in  Table  24  of  the  proposed 
rule. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  make 
packaging  determinations  on  a  drug- 
specific  basis  for  CY  2011.  Therefore, 
we  are  finalizing  our  CY  2011  proposal, 
without  modification,  to  make  a  single 
packaging  determination  for  a  drug, 
rather  than  an  individual  HCPCS  code, 
when  a  drug  has  multiple  HPCS  codes 
describing  different  dosages.  For  this  CY 
2011  final  rule  with  comment  period, 
we  are  finalizing  our  proposal  to  use  the 
mean  unit  cost  available  from  CY  2009 
claims  data  to  make  the  packaging 
determination  for  HCPCS  codes  J9097. 
We  discuss  the  final  status  indicator  for 
HCPCS  code  J9097  and  the 
discontinuation  of  HCPCS  codes  J9093, 
J9094,  J9095  and  J9096  for  CY  2011 
below. 

For  CY  2011,  we  have  aggregated  both 
our  CY  2009  claims  data  and  our  pricing 
information  at  ASP+5  percent  across  all 
of  the  HCPCS  codes  that  describe  each 
distinct  drug  or  biological  in  order  to 
determine  the  mean  units  per  day  of  the 
drug  or  biological  in  terms  of  the  HCPCS 
code  with  the  lowest  dosage  descriptor. 
We  then  multiplied  the  weighted 
average  ASP+5  percent  or  mean  unit 
cost  payment  amount  across  all  dosage 
levels  of  a  specific  drug  or  biological  by 
the  estimated  units  per  day  for  all 
HCPCS  codes  that  describe  each  drug  or 
biological  from  our  claims  data  to 
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determine  the  estimated  per  day  cost  of 
each  drug  or  biological  at  less  than  or 
equal  to  $70  (whereupon  all  HCPCS 
codes  for  the  same  drug  or  biological 
would  be  packaged)  or  greater  than  $70 
(whereupon  all  HCPCS  codes  for  the 
same  drug  or  biological  would  be 
separately  payable).  The  final  CY  20J1 
packaging  status  of  each  drug  and 
biological  HCPCS  code  to  which  this 
methodology  applies  is  displayed  in 
Table  31  below. 

We  note  that  several  HCPCS  codes 
that  were  previously  proposed  in  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46266  through  46270)  to  be  treated  as 
drugs  with  multiple  HCPCS  codes  with 
multiple  dosage  descriptors  and, 
therefore,  calculated  using  the 
methodology  described  above,  are  being 
deleted  forCY  2011.  Billing  for  these 
drugs  will  continue  under  a  new  or 
already  existing  code  as  described 
below,  for  CY  2011:  HCPCS  codes  J0970 
(Injection,  estradiol  valerate,  up  to  40 
mg)  and  Jl  390  (Injection,  estradiol 
valerate,  up  to  20  mg)  have  been  deleted 
for  CY  2011  and  billing  for  these  drugs 
will  continue  under  currently  existing 
HCPCS  code  J1380  (Injection,  estradiol 
valerate,  up  to  10  mg).  In  order  to  make 
a  packaging  determination  for  HCPCS 
code  J1380,  we  used  updated  hospital 
claims  data  firom  HCPCS  codes  J0970, 
J1390,  and  J1380  and  ASP  pricing 
information  to  determine  the  estimated 
per  day  cost  for  the  drug  described 
above.  Because  the  estimated  per  day 
cost  was  less  than  our  CY  2011 
packaging  threshold  of  $70,  we  assigned 
status  indicator  “N”  to  HCPCS  code 
J1380  for  CY  2011. 

HCPCS  codes  J1470  (Injection,  gamma 
globulin,  intramuscular  2  cc),  J1480 
(Injection,  gamma  globulin, 
intramuscular  3  cc),  J1490  (Injection, 
gamma  globulin,  intramuscular  4  cc), 
J1500  (Injection,  gamma  globulin, 
intramuscular  5  cc),  J1510  (Injection, 
gamma  globulin,  intramuscular  6  cc), 
J1520  (Injection,  gamma  globulin, 
intramuscular  7  cc),  J1530  (Injection, 
gamma  globulin,  intramuscular  8  cc), 
J1540  (Injection,  gamma  globulin, 
intramusculai'  9  cc),  and  J1550 
(Injection,  gamma  globulin, 
.intramuscular  10  cc)  have  been  deleted 
for  CY  2011  and  billing  for  these  drugs 
will  continue  under  two  currently 
existing  HCPCS  codes,  J1460  (Injection, 
gamma  globulin,  intramuscular,  1  cc) 
and  J1560  (Injection,  gamma  globulin, 
intramuscular  over  10  cc).  In  order  to 
make  a  packaging  determination  for 
HCPCS  code  J1460  and  J1560,  we  used 
updated  hospital  claims  data  from 
HCPCS  codes  J1460,  J1470,  J1480,  J1490, 
J1500,  J1510,  J1520. 11530,  J1540,  J1550 
and  J1560  and  ASP  pricing  information 


to  determine  the  estimated  per  day  cost 
for  the  drugs  described  above.  Because 
the  estimated  per  day  cost  was  more  ^ 
than  our  CY  2011  packaging  threshold 
of  $70,  we  assigned  status  indicator  “K” 
to  HCPCS  codes  11460  and  J1560  for  CY 
2011. 

HCPCS  codes  J2321  (Injection, 
nandrolone  decanoate,  up  to  100  mg) 
and  J2322  (Injection,  nandrolone 
decanoate,  up  to  200  mg)  have  been 
deleted  for  CY  2011  and  billing  for  these 
drugs  will  continue  under  already 
existing  HCPCS  code  J2320  (Injection, 
nandrolone  decanoate,  up  to  50  mg).  In 
order  to  make  a  packaging 
determination  for  HCPCS  code  J2320, 
we  used  updated  hospital  claims  data 
from  HCPCS  codes  J2320,  J2321,  and 
J232^and  ASP  pricing  information  to 
determine  the  estimated  per  day  cost  for 
the  drug  described  above.  Although  the 
estimated  per  day  cost  was  less  than  our 
CY  2011  packaging  threshold  of  $70,  we 
are  assigning  status  indicator  “K”  to 
HCPCS  code  J2320  for  CY  2011,  based 
upon  the  policy  that  was  finalized  in 
section  V.B.2.b.  of  this  final  rule  with 
comment  period  for  HCPCS  codes  for 
drugs  and  nonimpjantable  biologicals 
for  which  we  paid  separately  in  CY 

2010  and  that  were  proposed  for 
separate  payment  in  CY  2011  and  then 
have  per  day  costs  equal  to  or  less  than 
$70,  based  on  the  updated  ASPs  and 
hospital  claims  data  used  for  this  CY 

2011  OPPS/ASC  final  rule  with 
comment  period.  We  describe  the 
assignment  of  J2320  to  status  indicator 
“K”  above. 

HCPCS  code  J9062  (Cisplatin,  50  mg) 
has  been  deleted  for  CY  2011  and  billing 
for  this  drug  will  continue  under 
existing  HCPCS  code.j0960  (Cisplatin, 
powder  or  solution,  per  10  mg).  In  order 
to  make  a  packaging  determination  for 
HCPCS  code  J9060,  we  used  updated 
hospital  claims  data  from  HCPCS  codes 
J0960  and  J9062  and  ASP  pricing 
information  to  determine  the  estimated 
per  day  cost  for  the  drug  described 
above.  Because  the  estimated  per  day 
cost  was  less  than  our  CY  2011 
packaging  threshold  of  $70  and  because 
these  codes  were  assigned  status 
indicator  “N”  for  the  CY  2011  proposed 
rule,  we  assigned  status  indicator  “N”  to 
HCPCS  code  J0960  for  CY  2011. 

HCPCS  codes  J9080 
(Cyclophosphamide,  200  mg),  J9090 
(Cyclophosphamide,  500  mg),  J9091 
(Cyclophosphamide,  1.0  gram),  J9092 
(Cyclophosphamide,  2.0  gram),  J9093 
(Cyclophosphamide,  lyophilized,  100 
mg),  J9094  (Cyclophosphamide, 
lyophilized,  200  mg),  J9095 
(Cyclophosphamide,  lyophilized,  500 
mg),  J9096  (Cyclophosphamide, 
lyophilized,  1.0  gram),  and  J9097 


(Cyclophosphamide,  lyophilized,  2.0 
gram)  have  been  deleted  for  CY  2011 
and  billing  for  these  drugs  will  continue 
under  existing  HCPCS  code  J9070 
(Cyclophosphamide,  100  rng).  In  order 
to  make  a  packaging  determination  for 
HCPCS  code  J9070,  we  used  updated 
hospital  claims  data  from  HCPCS  codes 
J9070,  J9080,  J9090,  J9091,.J9092,  J9093, 
J9094,  J9095,  J9096,  and  J9097  and  ASP 
pricing  information  to  determine  the 
estimated  per  day  cost  for  the  drug 
described  above.  Because  the  estimated 
per  day  cost  was  less  than  our  CY  2011 
packaging  threshold  of  $70  and  because 
these  codes  were  assigned  status 
indicator  “N”  for  the  CY  2011  proposed 
rule,  we  assigned  status  indicator  “N”  to 
HCPCS  code  J9070  for  CY  2011  in  this 
final  rule  with  comment  period. 

HCPCS  code  J9110  (Injection, 
cytarabine,  500  mg)  has  been  deleted  for 
CY  2011  and  billing  for  this  drug  will 
continue  under  existing  HCPCS  code 
J9100  (Injection,  cytarabine,  100  mg).  In 
order  to  make  a  packaging 
determination  for  HCPCS  code  J9100, 
we  used  updated  hospital  claims  data 
firom  HCPCS  codes  J9100  and  J91t0  and 
ASP  pricing  information  to  determine 
the  estimated  per  day  cost  for  the  drug 
described  above.  Because  the  estimated 
per  day  cost  was  less  than  our  CY  2011 
packaging  threshold  of  $70  and  because 
these  codes  were  assigned  status 
indicator  “N”  for  the  CY  2011  proposed 
rule,  we  assigned  status  indicator  “N”  to 
HCPCS  code  J9100  for  CY  2011  in  this 
final  rule  with  comment  peiiod. 

HCPCS  code  J9140  (Dacarbazine,  100 
mg)  has  been  deleted  for  CY  2011  and 
billing  for- this  drug  will  continue  under 
HCPCS  code  J9130  (Injection, 
dacarbazine,  200  mg).  In  order  to  make 
a  packaging  determination  for  HCPCS 
code  J9130,  we  used  updated  hospital 
claims  data  from  HCPCS  codes  J9130 
and  J9140  and  ASP  pricing  information 
to  determine  the  estimated  per  day  cost 
for  the  drug  described  above.  Because 
the  estimated  per  day  cost  was  less  than 
our  CY  ZOll  packaging  threshold  of  $70 
and  because  these  codes  were  assigned 
status  indicator  “N”  for  the  CY  2011 
proposed  rule,  we  assigned  status 
indicator  “N”  to  HCPCS  code  J9130  for 
CY  2011  in  this  final  rule  with  comment 
period. 

HCPCS  codes  J9290  (Mitomycin,  20 
mg)  and  J9291  (Mitomycin,  40  mg)  have 
been  deleted  for  CY  2011  and  billing  for 
these  drugs  will  continue  under  existing 
HCPCS  code  J9280  (Mitomycin,  5  mg). 

In  order  to  make  a  packaging 
determination  for  HCPCS  code  J9280, 
we  used  updated  hospital  claims  data 
fi'om  HCPCS  codes  J9280,  J9290,  and 
J9291  and  ASP  pricing  information  to 
determine  the  estimated  per  day  cost  for 
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the  drug  described  above.  Because  the 
estimated  per  day  cost  was  more  than 
our  CY  2011  packaging  threshold  of  $70, 
we  assigned  status  indicator  “K”  to 
HCPCS  code  J9280  for  CY  2011. 

HCPCS  codes  J9375  (Vincristine 
sulfate,  2  mg]  and  J9380  (Viscristine 
sulfate,  5  mg)  have  been  deleted  for  CY 
2011  and  billing  for  these  drugs  will 
continue  under  existing  HCPCS  code 
J9370  (Vincristine  sulfate,  1  mg).  In 
order  to  make  a  packaging 
determination  for  HCPCS  code  J9370, 
we  used  updated  hospital  claims  data 
from  HCPCS  codes  J9370,  J9375,  and 
J9380  and  ASP  pricing  information  to 
determine  the  estimated  per  day  cost  for 
the  drug  described  above.  Because  the 
estimated  per  day  cost  was  less  than  our 
CY  2011  packaging  threshold  of  $70  and- 
because  these  codes  were  assigned 
status  indicator  “N”  for  the  CY  2011 
proposed  rule,  we  assigned  status 
indicator  “N”  to  HCPCS  code  J9370  for 
CY  2011  in  this  final  rule  with  comment 
period. 


We  note  that,  in  the  CY  2011  OPPS/ 
ASC  proposed  rule,  HCPCS  codes  J0560 
(Injectiop,  penicillin  g  benzathine,  up  to 
600,000  units),  J0570  (Injection, 
penicillin  g  benzathine,  1,200,000 
units),  and  J0580  (Injection,  penicillin  g 
benzathine,  up  to  2,400,000  units)  were 
erroneously  omitted  from  Table  24  of 
the  proposed  rule.  As  we  did  for  CY 

2010  and  several  years  before  that,  we 
continued  to  treat  these  as  drugs  with 
multiple  HCPCS  codes  with  multiple 
dosage  descriptors:  therefore,  we 
calculated  using  the  methodology 
described  above  for  our  calculations  for 
the  CY  2011  proposed  rule.  The 
payment  rates  for  these  HCPCS  codes 
were  given  in  Addendum  B  to  the  CY 

2011  OPPS/ASC  proposed  rule.  For  this 
CY  2011  OPPS/ASC  final  rule  with 
comment  period,  HCPCS  codes  J0560, 
J0570,  and  J0580  are  being  deleted  and 
billing  for  these  drugs  will  continue 
under  new  HCPCS  code  J0561 
(Injection,  penicillin  g  benzathine, 
100,00  units).  In  order  to  make  a 
packaging  determination  for  HCPCS 


code  J0561,  we  used  updated  hospital 
claims  data  from  HCPCS  codes  J0560, 
J0570,  and  J0580  and  ASP  pricing 
information  to  determine  the  estimated 
per  day  cost  for  the  drug  described 
above.  Because  the  estimated  per  day 
cost  was  less  than  our  CY  2011 
packaging  threshold  of  $70  and  because 
these  codes  were  assigned  status 
indicator  “N”  for  the  CY  2011  proposed 
rule,  we  assigned  status  indicator  “N”  to 
HCPCS  code  J0561  for  CY  2011  in  this 
final  rule  with  comment  period.  . 

Table  31  below  displays  the 
packaging  status  of  each  drug  and 
biological  HCPCS  code  determined 
under  the  finalized  package 
determination  methodology.  We  note 
that  HCPCS  codes  J0560,  J0570,  J0580, 
J0970,  J1390,  J1470,  J1480,  J1490,  J1500, 
J1510,  J1520, 11530,  jl540,  J1550,  J2321, 
J2322, J9062, J9080, J9090, J9091, J9092, 
J9093, i9094, J9095, J9096, J9U97, J9110, 
J9140,  J9290,  J9291,  J9375,  and  J9380  are 
not  displayed  in  Table  31  below  because 
they  are  deleted  for  CY  2011. 


Table  31— HCPCS  Codes  to  Which  the  CY  2011  Drug-Specific  Packaging  Determination  Methodology 

Applies 


CY  201 1 
HCPCS 
Code 

r 

CY  201 1  Long  descriptor  * 

CY  201 1 
SI 

C9257 

Injection,  bevacizumab,  0.25  mg  . ; . . 

K 

J9035 

Injection,  bevacizumab,  10  mg  . 

K 

J1380 

Injection,  estradiol  valerate,  up  to  10  mg  . 

N 

J1020 

Injection,  methylprednisolone  acetate,  20  mg  .•. . . . 

N 

J1030 

Injection,  methylprednisolone  acetate,  40  mg  . 

N  • 

J1040 

Injection,  methylprednisolone  acetate,  80  mg  . . . r: . 

N 

J1070 

Injection,  testosterone  cypionate,  up  to  100  mg  . , . 

N 

J1080 

Injection,  testosterone  cypionate,  1  cc,  200  mg . . 

N 

J1440 

Injection,  filgrastim  (g-csf),  300  meg . 

K 

J1441 

K 

J1460 

K 

J1560 

Injection,  gamma  globulin,  intramuscular  over  10  cc  . 

K 

J1642 

Injection,  heparin  sodium,  (heparin  lock  flush),  per  10  units . 

N 

J1644 

Injection,  heparin  sodium,  per  1000  units  . 

N 

J1850 

Injection,  kanamycin  sulfate,  up  to  75  mg  . 

N 

J1840 

Injection,  kanamycin  sulfate,  up  to  500  mg . . . 

N 

J2270 

Injection,  morphine  sulfate,  up  to  10  mg  . .-. . . . 

N 

J2271 

Injection,  morphine  sulfate,  lOOmg . 

N 

J2320 

Injection,  nandrolone  decanoate,  up  to  50  mg  . 

K 

J2788 

Injection,  rho  d  immune  globulin,  human,  minidose,  50  micrograms  (250  i.u.)  . 

K 

J2790 

Injection,  rho  d  immune  globulin,  human,  full  dose,  300  micrograms  (1500  i.u.)  . 

K 

J2920 

Injection,  methylprediiisolone  sodium  succinate,  up  to  40  mg . 

N 

J2930 

Injection,  methylprednisolone  sodium  succinate,  up  to  125  mg . 

N 

J3120 

Injection,  testosterone  enanthate,  up  to  100  mg  . 

N 

J3130 

Injection,  testosterone  enanthate,  up  to  200  mg-.. . 

N 

J3471 

Injection,  hyaluronidase,  ovine,  preservative  free,  per  1  usp  unit  (up  to  999  usp  units)  . 

N 

J3472 

Injection,  hyaluronidase,  ovine,  preservative  free,  per  1000  usp  units  . 

N 

J7050 

Infusion,  normal  saline  solution  ,  250  cc  . 

N 

J7040 

Infusion,  normal  saline  solution,  sterile  (500  ml-1  unit)  . . . . . 

jN 

J7030 

Infusion,  normal  saline  solution  ,  lOOO  cc  . 

1  N 

J7515 

Cyclosporine,  oral,  25  mg  . 

|N 

J7502 

Cyclosporine,  oral.  100  mg  . . . . 

1  N 

J8520 

Capecitabine,  oral,  150  mg . 

K 

J8521 

Capecitabine,  oral,  500  mg . .’ . 

!  K 

J9060 

Cisplatin,  powder  or  solution,  per  10  mg . . 

N 

J9070 

Cyclophosphamide,  100  mg  . .-. . . . 

N 

J9100 

Injection,  cytarabine,  100  mg . . . 

N 

J9130 

Injection,  dacarbazine,  100  mg . .*. . 

N 
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Table  31— HCPCS  Codes  to  Which  the  CY  2011  Drug-Specific  Packaging  Determination  Methodology 

Applies — Continued 


CY  201 1  I 

HCPCS  I  CY  201 1  Long  descriptor 

Code  I 


CY  201 1 
SI 


J9250 

J9260 

J9280 

J9370 

00164 

00165 

00167 

00168 

00169 

00170 

00171 

00172 

00175 

00176 

00177 

00178 


Methotrexate  sodium,  5  mg  . . . ! . 

Methotrexate  sodium,  50  mg  . 

Mitomycin,  5  mg . . . 

Vincristine  sulfate,  1  mg  . 

Prochlorperazine  maleate,  5  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  sub- 
j  stitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  doseage  regimen. 

!  Prochlorperazine  maleate,  10  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic 
I  substitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  doseage  regimen. 

!  Dronabinol,  2.5  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  substitute  for  an 
!  IV  anitOemetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen, 
j  Dronabinol.  5  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  substitute  for  an  IV 
anitOemetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen. 

I  Prompthazine  hydrochloride,  12.5  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic 
j  substitute  for  an  IV  antiemetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen, 
i  Promethazine  hydrochloride,  25  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic 
j  substitute  for  an  IV  antiemetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen. 

!  Chlorpromazine  hydrochloride,  10  mg,  oral,  FDA  approved  prescription  antiemetic,  for  use  as  a  complete  therapeutic 
i  substitute  for  an  IV  antiemetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen, 
j  Chlorpromazine  hydrochloride,  25  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic 
j  substitute  for  an  IV  anti-emetic  at  the  time  of  chemotheapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen, 
j  Perphenazine,  4  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  substitute  for  an 
j  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen. 

I  Perphenazine,  8  mg,  oral,  FDA  approved  prescription  anti-emetic,'  for  use  as  a  complete  therapeutic  substitute  for  an 
j  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen. 

I  Hydroxyzine  pamoate,  25  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  sub- 
i  stitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen. 

I  Hydroxyzine  pamoate,  50  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  sub¬ 
stitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exeed  a  48-hour  dosage  regimen. 


N 

N 

K 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 


d.  Packaging  of  Payment  for  Diagnostic 
Radiopharmaceuticals,  Contrast  Agents, 
and  Implantable  Biologicals  (“Policy- 
Packaged”  Drugs  and  Devices) 

Prior  to  CY  2008,  the  methodology  of 
calculating  a  product’s  estimated  per 
day  cost  and  comparing  it  to  the  annual 
OPPS  drug  packaging  threshold  was 
used  to  determine  the  packaging  status 
of  drugs,  biologicals,  and 
radiopharmaceuticals  under  the  OPPS 
(except  for  our  CYs  2005  through  2009 
exemption  for  5-HT3  antiemetics). 
However,  as  established  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66766  through  66768),  we 
began  packaging  payment  for  all 
diagnostic  radiopharmaceuticals  and 
contrast  agents  into  the  payment  for  the 
associated  procedure,  regardless  of  their 
per  day  costs.  In  addition,  in  CY  2009 
we  adopted  a  policy  that  packaged  the 
payment  for  noapass- through 
implantable  biologicals  into  payment  for 
the  associated  surgical  procedure  on  the 
claim  (73  FR  68633  through  68636).  We 
refer  to  diagnostic  radiopharmaceuticals 
and  contrast  agents  collectively  as 
“policy-packaged”  drugs  and  to 
implantable  biologicals  as  devices 
because,  in  CY  2010,  we  began  to  treat 
implantable  biologicals  as  devices  for  all 
OPPS  payment  purposes. 


According  to  our  regulations  at 
§  419.2(b),  as  a  prospective  payment 
system,  the  OPPS  establishes  a  national 
payment  rate  that  includes  operating 
and  capital-related  costs  that  are 
directly  related  and  integral  to 
performing  a  procedure  or  furnishing  a 
service  on  an  outpatient  basis  including, 
but  not  limited  to,  implantable 
prosthetics,  implantable  durable 
medical  equipment,  and  medical  and 
surgical  supplies.  Packaging  costs  into  a 
single  aggregate  payment  for  a  service, 
encounter,  or  episode-of-care  is  a 
fundamental  principle  that 
distinguishes  a  prospective  payment 
system  from  a  fee  schedule.  In  general, 
packaging  the  costs  of  items  and 
services  into  the  payment  for  the 
primary  procedure  or  service  with 
which  they  are  associated  encourages 
hospital  efficiencies  and  also  enables 
hospitals  to  manage  their  resources  with 
maximum  flexibility. 

Prior  to  CY  2008,  we  noted  that  the 
proportion  of  drugs,  biologicals,  and 
radiopharmaceuticals  that  were 
sepmately  paid  under  the  OPPS  had 
increased  in  recent  years,  a  pattern  that 
we  also  observed  for  procedural  services 
under  the  OPPS.  Our  final  CY  2008 
policy  that  packaged  payment  for  all 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 


agents,  regardless  of  their  per  day  costs, 
contributed  significantly  to  expanding 
the  size  of  the  OPPS  payment  bundles 
and  is  consistent  with  the  principles  of 
a  prospective  payment  system. 

We  believe  that  packaging  the 
payment  for  diagnostic 
radiopharmaceuticals  and  contrast 
agents  into  the  payment  for  their 
associated  procedures  continues  to  be 
appropriate  for  CY  2011.  As  discussed 
in  more  detail  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68645  through  68649),  we  presented 
several  reasons  supporting  our  initial 
policy  to  package  payment  of  diagnostic 
radiopharmaceuticals  and  contrast 
agents  into  their  associated  procedures 
on  a  claim.  Specifically,  we  stated  that 
we  believed  packaging  was  appropriate 
because:  (1)  The  statutorily  required 
OPPS  drug  packaging  threshold  has 
expired;  (2)  we  believe  that  diagnostic 
radiopharmaceuticals  and  contrast 
agents  function  effectively  as  supplies 
that  enable  the  provision  of  an 
independent  service;  and  (3)  section 
1833(t)(14)(.'\)(iii)  of  the  Act  requires 
that  payment  for  specified  covered 
outpatient  drugs  (SCODs)  be  set 
prospectively  based  on  a  measure  of 
average  hospital  acquisition  cost.  As  we 
stated  in  the  CY  2011  OPPS/ASC 
proposed  rule,  for  these  reasons,  we 
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believe  it  is  appropriate  to  continue  to 
treat  diagnostic  radiopharmaceuticals 
and  contrast  agents  differently  from 
other  SCODs  for  CY  2011.  Therefore,  in 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46271),  we  proposed  to  continue 
packaging  payment  for  all  contrast 
agents  and  diagnostic 
radiopharmaceuticals,  collectively 
referred  to  as  “policy-packaged”  drugs, 
regardless  of  their  per  day  costs,  for  CY 
2011.  We  also  proposed  to  continue  to 
package  the  payment  for  diagnostic 
radiopharmaceuticals  into  the  payment 
for  the  associated  nuclear  medicine 
procedure  and  to  package  the  payment 
for  contrast  agents  into  the  payment  of 
the  associated  echocardiography 
imaging  procedure,  regardless  of 
whether  the  contrast  agent  met  the 
OPPS  drug  packaging  threshold.  We 
refer  readers  to  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  for  a 
detailed  discussion  of  nuclear  medicine 
and  echocardiography  services  (74  FR  - 
35269  through  35277^ 

Comment:  Several  commenters 
expressed  concerns  about  the 
fluctuation  in  data  for  echocardiography 
APCs  used  with  contrast  codes, 
particularly  the  reductions  in  median 
cost  from  CY  2010.  The  commenters 
believed  this  fluctuation  in  the  data  is 
due  to  the  lack  of  familiarity  among 
hospital  coders  on  contrast  codes  and  C- 
codes  used  for  contrast  enhanced 
echocardiography.  They  pointed  out 
that  CY  2009  is  only  the  second  year  of 
claims  data  for  the  new 
echocardiography  CPT  codes  and 
associated  C-codes.  The  commenters 
also  cited  a  smaller  number  of  “days”  for 
contrast  agents  used  with 
echocardiography,  HCPCS  codes  Q9956 
(Injection,  octafluoropropane 
microspheres,  per  ml)  and  Q9957 
(Injection,  perflutren-  lipid 
microspheres,  per  ml),  in  the  published 
“brachy-blood-drug”  median  cost  file 
that  CMS  published  with  the  proposed 
rule  than  total  frequency  of  services  for 
contrast  enhanced  echocardiography.  In 
addition,  the  commenters  stated. that  the 
average  cost  of  HCPCS  codes  Q9957  and 
Q9956  for  any  given  contrast  enhanced 
echocardiography  is  approximately 
$120,  and  that  the  observed  difference 
in  median  cost  between  APC  0128 
(Echocardiogram  with  Contrast)  and 
APC  0269  (Level  II  Echocardiogram 
without  Contrast)  is  approximately 
$100,  suggesting  that  the  difference  in 
cost  for  with  and  without  contrast  is  not 
sufficient  to  cover  the  cost  of  the 
contrast  agent.  Therefore,  these 
commenters  concluded  that  the 
reduction  in  the  median  cost  for  APC 
0128  in  the  CY  2011  proposed  rule  is 


due  to  the  fact  that  the  median  cost  [or 
these  codes  do  not  contain  the  cost  of 
contrast  agents.  A  few  commenters 
suggested  that  CMS  institute  a  claims 
edit  that  would  require  a  code  for 
contrast  on  claims  that  contain  a 
procedure  code  specified  as  “with” 
contrast.  Another  commenter  suggested 
that  CMS  limit  fluctuations  that  occur 
from  year  to  year  on  APC  payment  rates 
to  no  more  than  10  percent  for  any 
unexplained  and  substantial  changes  in 
cost  data. 

Response:  We  find  no  evidence  that 
would  suggest  that  the  fluctuations  in 
cost  data  for  echocardiography  APCs  are- 
due  to  incorrect  hospital  billing 
practices.  Because  some  of  the 
echocardiography  codes  were  new  for 
CY  2009,  we  believe  the  observed 
reduction  in  median  cost  for  CY  2011  is 
due  to  the  difference  between  CMS’  best 
estimate  of  a  median  cost  for  these 
echocardiography  codes  based  on 
simulated  CY  2008  claims  data  for  CY 
2010  payment,  and  median  cost  based 
on  actual  hospital  billing  for  these 
echocardiography  codes  in  CY  2009  for 
CY  2011  payment.  Specifically,  while 
most  echocardiography  codes  and 
associated  C-codes  for  contrast 
enhanced  echocardiography  were 
implemented  in  CY  2008,  the  CPT  code 
93306  (Initial  nursing' facility  care,  per 
day,  for  the  evaluation  and  management 
of  a  patient,  which  requires  these  3  key 
components)  was  not  implemented  until 
CY  2009  and  incorporated  services 
previously  described  in  CY  2008  by 
three  CPT  codes:  93307 
(Echocardiography,  transthoracic,  real¬ 
time  with  image  documentation  (2D) 
with  or  without  M-mode  recording; 
complete);  93320  (Doppler 
echocardiography,  pulsed  wave  and/or 
continuous  wave  with  spectral  display; 
complete);  and  93325  (Doppler 
echocardiography  color  flow  velocity 
mapping).  As  we  discussed  4n  our  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60374),  we 
simulated  a  median  cost  for  both  CPT 
code  93306  and  associated  HCPCS  code 
C8929,  which  describe  services  billed 
with  CPT  code  93306  but  enhanced 
with  contras.t.  For  CY  2009  (73  FR 
68542)  and  CY  2010  (74  FR  60374),  we 
simulated  a  median  cost  for  CPT  code 
93306  and  HCPCS  code  C8929  based  on 
the  long  descriptor  for  Ihe  new  code, 
indentifying  claims  with  CPT  codes 
93307,  93220,  and  93225  as  representing 
the  costs  of  CPT  code  93306.  We 
simulated  the  CY  2010  medians  for 
93306  and  C8929.to  provide  the  most 
accurate  payment  possible  based  on 
available  cost  information  in  the  CY 
2008  claims  without  having  actual 


charge  data  for  93306  and  C8929  from 
hospitals. 

CPT  code  93306  and  HCPCS  code 
C8929  are  the  highest  volume 
echocardiography  codes,  and  their 
median  costs  largely  drive  the  median 
cost  of  their  respective  APCs  for  CY 
2011;  APC  0269  (Level  II 
Echocardiogram  without  Contrast)  and 
APC  0128  (Echocardiogram  with 
Contrast).  Therefore,  changes  in  the 
median  cost  of  93306  and  C8929  will 
significantly  impact  the  median  cost  for 
those  APCs.  Because  CY  2011  OPPS 
ratesetting  is  based  on  CY  2009  claims 
data,  as  discussed  in  section  II.  A.  of  this 
final  rule  with  comment  period,  the  CY 
2011  median  cost  data  for  CPT  code 
93306  and  HCPCS  code  C8929  represent 
the  first  year  of  actual  claims  data  for 
these  services.  For  this  reason,  we 
believe  that  our  CY  2011  estimated  cost 
for  CPT  code  93306  and  HCPCS  code 
C8929  based  on  CY  2009  claim  charges 
and  the  most  recent  cost  report  data 
available  is  more  accurate  than  CY  2010 
and  CY  2009  simulated  median  costs. 

We  note  that  almost  all  of  the  median 
cost  estimates  for  all  of  the  other 
contrast  enhanced  echocardiography 
services  in  APC  0128,  which  did  not 
rely  on  a  simulated  median  cost  in  CY 

2010,  increase  between  CY  2010  and  CY 

2011. 

Commenters  suggested  that  the 
discrepancy  between  observed 
frequency  of  days  for  the  two  HCPCS  for 
contrast  agents  used  with 
echocardiography,  HCPCS  codes  Q9956 
and  Q9957,  indicates  that  the  median 
costs  for  APC  0128  do  not  reflect  the 
cost  of  contrast.  We  do  not  observe  a 
sizable  discrepancy  between  observed 
frequency  of  days,  instead,  we  observe 
fairly  comparable  numbers  of 
procedures  for  contrast  enhanced 
echocardiography  and  the  number  of 
days  associated  with  these  contrast 
agents.  Specifically,  we  observe 
approximately  53,000  procedures  for 
contrast  enhanced  echocardiography 
and  approximately  48,000  days  of 
administration  for  HCPCS  codes  Q9956 
and  Q9957  in  our  final  rule  claims  data. 
Finally,  we  believe  that  an  observed 
differential  in  payment  of 
approximately  $100  between  the  APC 
median  cost  for  APC  0128  of 
approximately  $494  and  APC  0269  of 
approximately  $398  in  the  final  rule 
with  comment  period  both  demonstrates 
that  hospitals  are  including  the  cost  of 
contrast  in  their  charges  for  HCPCS  code 
C8929  and  that  this  amount  is  sufficient 
to  capture  the  cost  of  contrast  in  a 
prospective  payment  system  that 
includes  packaging  and  averaging.  In  . 
summary,  we  have  no  reason  to  believe 
that  these  first  years  of  actual  costs  for 
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CPT  code  93306  and  HCPCS  code  C8929 
are  inaccurate.  For  this  reason,  we  do 
not  believe  there  is  any  need  to  edit  for 
contrast  agents,  nor  do  we  believe  that 
we  should  moderate  these  observed 
reductions  in  median  cost,  because,  we 
believe,  this  year’s  cost  estimate  is  more 
accurate  than  the  simulated  median 
costs  used  in  previous  years. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68634),  we 
began  packaging  the  payment  for  all 
nonpass-through  implantable 
biologicals  into  payment  for  the 
associated  surgical  procedure.  Because 
implantable  biologicals  may  sometimes 
substitute  for  nonbiological  devices,  we 
noted  that  if  we  were  to  provide 
separate  payment  for  implantable 
biologicals  without  pass-through  status, 
we  would  potentially  be  providing 
duplicate  device  payment,  both  through 
the  packaged  nonbiological  device  cost 
already  included  in  the  surgical 
procedure’s  payment  and  the  sepeirate 
biological  payment.  We  concluded  that 
we  saw  no  basis  for  treating  implantable 
biological  and  nonbiological  devices 
without  pass-through  status  differently 
for  OPPS  payment  purposes,  because 
both  are  integral  to  and  supportive  of 
the  separately  paid  surgical  procedures 
in  which  either  may  be  used.  Therefore, 
in  CY  2009,  we  adopted  a  final  policy 
to  package  payment  for  all  nonpass¬ 
through  implantable  biologicals  that  are 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice),  similar  to  our  longstanding 
policy  that  packages  payment  for  all 
implantable  nonbiological  devices 
without  pass-through  status.  We 
finalized  a  policy  in  CY  2010  to  package 
payment  for  nonpass-through 
implantable  biologicals  that  are 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  into  the  body,  known  as  devices. 
In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46271),  for  CY  2011,  we 
proposed  to  continue  to  package 
payment  for  nonpass-through 
implantable  biologicals  that  are 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  into  the  body,  referred  to  as 
devices.  In  accordance  with  this 
proposal,  two  of  the  products  with 
expiring  pass-through  status  for  CY 
2011  are  biologicals  that  are  solely 
surgically  implanted  according  to  their 
FDA-approved  indications.  These 
products  are  described  by  HCPCS  codes 
C9356  (Tendon,  porous  matrix  of  cross- 
linked  collagen  and  glycosaminoglycan 
matrix  (TenoGlide  Tendon  Protector 
Sheet),  per  square  centimeter)  and 
C9359-(Porous  purified  collagen  matrix 


bone,void  filler  (Integra  Mozaik 
Osteoconductive  Scaffold  Putty,  Integra 
OS  Osteoconductive  Scaffold  Putty),  per 
0.5  cc).  Similar  to  the  two  implantable 
biologicals  with  expiring  pass-through 
status  in  CY  2010  that  were  discussed 
in  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60459 
through  60499),  we  believe  that  the  two 
biologicals  described  by  HCPCS  codes 
C9356  and  C9359  with  expiring  pass¬ 
through  status  for  CY  2011  differ  from 
other  biologicals  paid  under  the  OPPS, 
in  that  they  specifically  function  as 
surgically  implanted  devices.  As  a  result 
of  the  CY  2010  packaged  payment 
methodology  for  all  nonpass-through 
implantable  biologicals,  we  proposed  to 
package  payment  for  HCPCS  codes 
C9356  and  C9359  and  assign  them 
status  indicator  “N”  for  CY  2011.  In 
addition,  any  new  biologicals  without 
pass-through  status  that  are  surgically 
inserted  or  implanted  (through  a 
surgical  incision  or  a  natural  orifice) 
would  be  packaged  in  CY  2011. 
Moreover,  for  nonpass-through 
biologicals  that  may  sometimes  be  used 
as  implantable  devices,  we  continue  to 
instruct  hospitals  to  not  bill  separately 
for  the  HCPCS  codes  for  the  products 
when  used  as  implantable  devices.  This 
reporting  ensures  that  the  costs  of  these 
products  that  may  be,  but  are  not 
always,  used  as  implanted  biologicals 
are  appropriately  packaged  into 
payment  for  the  associated  implantation 
procedures. 

Comment:  Several  commenters 
objected  to  CMS’  proposal  to  package 
payment  for  all  diagnostic 
radiopharmaceuticals  and  contrast  . 
agents  in  CY  2011.  A  number  of 
commenters  stated  that  diagnostic 
radiopharmaceuticals  and  contrast 
agents  with  per  day  costs  over  the 
proposed  OPPS  drug  packaging 
threshold  are  defined  as  SCODs  and, 
therefore,  should  be  assigned  separate 
APC  payments.  In  particular,  the 
commenters  questioned  CMS’  authority 
to  classify  groups  of  drugs,  such  as 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  and  implement 
packaging  and  payment  policies  that  do 
not  reflect  their  status  as  SCODs. 

Several  comments  disagreed  with  CMS’ 
labeling  of  radiopharmaceuticais  as 
supplies  and  stated  instead  that  they 
should  be  treated  as  other  SCODs.  The 
commenters  recommended  that 
diagnostic  radiopharmaceuticais  should 
be  subject  to  the  same  per  day  cost  drug 
packaging  threshold  that  applies  to 
other  drugs,  in  order  to  deterrhine 
whether  their  payment  would  be 
packaged  or  made  separately. 

Response:  As  discussed  in  the  CY 
2008  OPPS/ASC  final  rule  with  .  - 


comment  period  (72  FR  66766),  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68645  and  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  35323),  we 
continue  to  believe  that  diagnostic 
radiopharmaceuticais  and  contrast 
agents  are  different  fi'om  other  drugs 
and  biologicals  for  several  reasons.  We 
note  that  the  statutorily  required  OPPS 
drug  packaging  threshold  has  expired, 
and  we  continue  to  believe  that 
diagnostic  radiopharmaceuticais  and 
contrast  agents  function  effectively  as 
supplies  that  enable  the  provision  of  an 
independent  service  and  are  always 
ancillary  and  supportive  to  an 
independent  service,  rather  than  serving 
themselves  as  the  therapeutic  modality. 
We  packaged  their  payment  in  CYs 
2008,  2009,  and  2010  as  ancillary  and 
supportive  services  in  order  to  provide 
incentives  for  greater  efficiency  and  to 
provide  hospitals  with  additional 
flexibility  in  managing  their  resources. 

In  order  for  payment  to  be  packaged,  it 
is  not  necessary  that  all  products  be 
interchangeable  in  every  case,  and  we 
recognized  that,  in  some  cases,  hospitals 
may  utilize  higher  cost  products  and,  in 
some  cases,  lower  cost  products,  taking 
into  consideration  the  clinical  needs  of 
the  patient  and  efficiency  incentives. 
While  we  recognize  this  variability  from 
case  to  case,  on  average  under  a 
prospective  payment  system,  we  expect 
payment  to  pay  appropriately  for  the 
services  furnished.  In  the  past,  we  have 
classified  different  groups  of  drugs  for 
specific  payment  purposes,  as 
evidenced  by  our  CY  2005  through  CY 
2009  policy  regarding  5-HT3 
antiemetics  and  their  exemption  from 
the  drug  packaging  threshold.  We  note 
that  we  treat  diagnostic 
radiopharmaceuticais  and  contrast 
agents  as  “policy-packaged”  drugs 
because  our  policy  is  to  package 
payment  for  all  of  the  products  in  the 
category. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68634),  we 
also  began  packaging  the  payment  for  all 
nonpass-through  implantable 
biologicals  into  payment  for  tbe 
associated  surgical  procedure  because 
we  consider  these  products  to  always  be 
ancillary  and  supportive  to  independent 
services,  similar  to  implantable 
nonbiological  devices  that  are  always 
packaged.  Therefore,  we  currently 
package  payment  for  nonpass-through 
implantable  biologicals,  also  knowm  as 
devices  that  are  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice)  into  the  body.  As  we 
stated  in  tbe  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46267),  we 
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continue  to  believe  that  payment  should 
be  packaged  for  nonpass-through 
implantable  biologicals  for  CY  2011. 

Although  our  final  CY  2009  policy 
which  we  are  continuing  for  CY  2011, 
as  discussed  below,  packages  payment 
for  all  diagnostic  radiopharmaceuticals, 
contrast  agents,  and  nonpass-through 
implantable  biologicals  into  the 
payment  for  their  associated  procedures, 
we  are  continuing  to  provide  payment 
for  these  items  in  CY  2011  based  on  a 
proxy  for  average  acquisition  cost,  as  we 
did  in  CY  2009.  We  continue  to  believe 
that  the  line-item  estimated  cost  for  a 
diagnostic  radiopharmaceutical, 
contrast  agent,  or  nonpass-through 
implantable  biologicals  in  our  claims 
data  is  a  reasonable  approximation  of 
average  acquisition  and  preparation  and 
handling  costs  for  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  nonpass-through  implantable 
biologicals,  respectively.  As  we 
discussed  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68645),  we  believe  that  hospitals  have 
adapted  to  the  CY  2006  coding  changes 
for  radiopharmaceuticals  and  responded 
to  our  instructions  to  include  charges 
for  radiopharmaceutical  handling  in 
their  charges  for  the 
radiopharmaceutical  products.  Further, 
because  the  standard  OPPS  packaging 
methodology  packages  the  total 
estimated  cost  of  each 
radiopharmaceutical,  contrast  agent,  .or- 
nonimplantable  biological  on  each 
claim  (including  the  full  range  of  costs 
observed  on  the  claims)  with  the  cost  of 
associated  procedures  for  ratesetting, 
this  packaging  approach  is  consistent 
with  considering  the  average  cost  for 
radiopharmaceuticals,  contrast  agents, 
or  rvonpass-through,  implantable 
biologicals,  rather  than  the  median  cost. 
In  addition,  as  we  noted  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68646),  these  drugs, 
biologicals,  or  radiopharmaceuticals  for 
which  we  have  not  established  a 
separate  APC  and  therefore,  for  which 
payment  would  be  packaged  rather  than 
separately  provided  under  the  OPPS, 
could  be  considered  to  not  be  SCODs. 
Similarly,  drugs  and  biologicals  with 
per  day  costs  of  less  than  $70  in  CY 
2011  that  are  packaged  and  for  which  a 
separate  APC  has  not  been  established 
also  would  not  be  SCODs.  Similarly, 
drugs  and  biologicals  with  per  day  costs 
of  less  than  $70  in  CY  2011  that  are 
packaged  and  for  which  a  separate  APC 
has  not  been  established  also  would  not 
be  SCODs.  This  reading  is  consistent 
with  our  final  payment  policy  whereby 
we  package  payment  for  diagnostic 
radiopharmaceuticals,  contrast  agents, 


and  nonpass-through  implantable 
biologicals  and  provide  payment  for 
these  products  through  payment  for 
their  associated  procedures. 

Comment:  Several  commenters 
disagreed  with  the  proposal  to 
distinguish  between  diagnostic  and 
therapeutic  radiopharmaceuticals  for 
payment  purposes  under  the  OPPS.  The 
commenters  noted  that  CMS’ 
identification  of  HCPCS  codes  A9542 
(Indium  In-111  ibritumomabituxetan, 
diagnostic,  per  study  dose,  up  to  5 
millicuries)  and  A9544  (Iodine  1-131 
tositumomab,  diagnostic,  per  study 
dose)  as  diagnostic 

radiopharmaceutitals  was  inappropriate 
because  these  radiopharmaceuticals 
function  as  dosimetric 
radiopharmaceuticals  and  not  as 
diagnostic  radiopharmaceuticals.  A  few 
commenters  explained  that  these 
radiopharmaceutical  products  are  used 
as  part  of  a  therapeutic  regimen  and, 
therefore,  should  be  cofnsidered 
therapeutic  for  OPPS  payment  purposes. 

Response:  As  discussed  above  and  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66641),  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68645),  and  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60498),  we 
classified  each  radiopharmaceutical  into 
one  of  the  two  groups  according  to 
whether  its  long  descriptor  contained 
the  term  “diagnostic”  or  “therapeutic”. 
HCPCS  codes  A9542  and  A9544  both 
contain  the  term  “diagnostic”  in  their 
long  code  descriptors.  Therefore, 
according  to  our  established 
methodology,  we  continue  to  classify 
them  as  diagnostic  for  the  purposes  of 
CY  2011  OPPS  payment.  While  we 
understand  that  these  items  are 
provided  in  conjunction  with  additional 
supplies,  imaging  tests,  and  therapeutic 
radiopharmaceuticals  for  patients 
already  diagnosed  with  cancer,  we 
continue  to  believe  that  the  purpose  of 
administering  the  products  described  by 
HCPCS  codes  A0542  and  A9544  is 
diagnostic  in  nature.  As  we  first  stated 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66641),  we 
continue  to  believe  that  HCPCS  codes 
A9542  and  A9544  are  diagnostic 
radiopharmaceuticals.  While  they  are 
not  used  to  diagnose  diseases,  they  are 
used  to  determine  whether  future 
therapeutic  services  would  be  beneficial 
to  the  patient  and  to  determine  how  to 
proceed  with  therapy.  While  a  group  of 
associated  services  may  be  considered  a 
therapeutic  regimen  by  some 
commenters,  HCPCS  codes  A9542  and 
A9544  are  provided  in  conjunction  with 
a  series  of  nuclear  medicine  imaging 
scans.  Many  nuclear  medicine  studies 


using  diagnostic  radiopharmaceuticals 
are  provided  to  patients  who  already 
have  an  established  diagnosis.  We 
continue  to  consider  HCPCS  codes 
A9542  and  A9544  to  be  diagnostic 
because  these  hems  are  provided  for  the 
purpose  of  a  diagnostic  irnaging 
procedure  and  are  used  to  identify  the 
proposed  dose  of  the  therapeutic  agent 
to  be  provided  at  a  later  time. 

Comment:  Some  commenters 
recommended  using  the  ASP 
methodology  to  make  payment  for 
nonpass-through,  diagnostic 
radiopharmaceuticals,  noting  that  it 
would  be  inconsistent  for  CMS  to  treat 
diagnostic  radiopharmaceuticals  as 
“drugs”  for  pass-through  payment 
purposes,  provide  payment  for  ' 
diagnostic  radiopharmaceuticals  that 
have  pass-through  status  based  on  the 
ASP  methodology,  and,  then,  after  the 
diagnostic  radiopharmaceutical’s  pass¬ 
through  payment  status  expires,  package 
the  costs  included  in  historical  hospital 
claims  data,  rather  than  use  the  ASP 
methodology  to  pay  for  the  product  and 
treat  the  drug  as  a  supply.  A  few 
commenters  recommended  that  CMS 
pay  for  diagnostic  radiopharmaceuticals 
under  the  pass-through  policy  as  we 
currently  pay  for  A9582  (Iodine  1-123 
iobenguane,  diagnostic,  per  study  dose, 
up  to  15  millicuries)  and  thereby  issue 
an  offset  amount  and  no  coinsurance 
amount.  One  commenter  suggested  that 
diagnostic  radiopharmaceuticals  could 
be  paid  separately  as  therapeutic 
radiopharmaceuticals  are  paid,  which 
would  allow  manufacturers  to 
voluntarily  submit  ASP  data,  and  then 
default  to  the  mean  unit  cost  when  ASP 
data  are  unavailable. 

Response:  As  wo  stated  above,  the 
statutorily  required  OPPS  drug 
packaging  threshold  has  expired,  and 
we  continue  to  believe  that  diagnostic 
radiopharmaceuticals  and  contrast 
agents  are  always  ancillary  and 
supportive  to  an  independent  service, 
rather  than  services  themselves  as  the 
therapeutic  modality.  We  disagree  with 
commenters  who  suggest  that  nonpass¬ 
through  diagnostic 
radiopharmaceuticals  should  be  paid 
under  the  ASP  methodology,  that 
nonpass-through  diagnostic 
radiopharmaceuticals  be  paid  as  pass¬ 
through  drugs  and  biologicals,  or  that 
nonpass-through  diagnostic 
radiopharmaceuticals  should  be  paid 
similarly  to  therapeutic 
radiopharmaceuticals.  We  continue  to 
believe  that  nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  function  effectively  as  supplies 
that  enable  the  provision  of  an 
independent  service.  As  we  noted  in  the 
CY  2009  OPPS/ASC  final  rule  with 
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comment  period  (73  FR  68646),  and 
restate  above,  drugs,  biologicals,  or 
radiopharmaceuticals  for  which  we 
have  not  established  a  separate  APC, 
and  which  will  therefore  receive 
packaged  payment  under  the  OPPS, 
could  be  considered  to  not  be  SCODs. 

We  are  continuing  to  provide  payment 
for  these  items  in  CY  2011  based  on  a 
proxy  for  average  acquisition  cost.  We 
continue  to  believe  that  the  line-item 
estimated  cost  for  a  diagnostic 
radiopharmaceutical,  contrast  agent,  or 
nonpass-through  implantable 
biologicals  in  our  claims  data  is  a 
reasonable  approximation  of  average 
acquisition  and  preparation  and 
handling  costs  for  diagnostic 
radiopharmaceuticals,  contrast  agents 
and  nonpass-through  implantable 
biologicals,  respectively.  Therefore,  we 
do  not  believe  that  diagnostic 
radiopharmaceuticals  shoyld  be  paid 
separately  under  the  OPPS.  We  believe 
they  are  appropriately  packaged  into  a 
single  aggregate  payment  for  the 
accompanying  service  provided. 

Comment:  A  few  commenters 
recommended  that  CMS  provide 
separate  payment  for  all  diagnostic 
radiopharmaceuticals  with  a  median  per 
day  cost  greater  than  $200.  The 
commenters  believed  that  this 
recommendation  is  most  consistent  with 
the  APC  Panel’s  recommendation  to 
CMS  at  the  Panel’s  September  2007 
meeting. 

Response:  As  we  stated  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60499),  at  the 
September  2007  APC  Panel  meeting,  the 
APC  Panel  recommended  that  CMS 
package  radiopharmaceuticals  with  a 
median  per  day  cost  of  less  than  $200 
but  pay  separately  for 
radiopharmaceuticals  with  a  median  per 
day  cost  of  $200  or  more.  In  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66638),  we  did  not  accept 
the  APC  Panel’s  recommendation,  citing 
an  inability  to  determine  an  empirical 
basis  for  paying  separately  for 
radiopharmaceuticals  with  a  median  per 
day  cost  in  excess  of  $200.  Instead,  as 
proposed,  for  CY  2008,  we  finalized  the 
packaging  of  payment  for  all  diagnostic 
radiopharmaceuticals.  Consistent  with 
the  CY  2011  OPPS/ASC  proposed  rule, 
for  this  final  rule  with  comment  period, 
we  continue  to  believe  that  diagnostic 
radiopharmaceuticals  are  ancillary  and 
supportive  to  the  nuclear  medicine 
procedures  in  which  they  are  used  and 
that  their  costs  should  be  packaged  into 
the  primary  procedures  with  which  they 
are  associated.  We  do  not  believe  it 
would  be  appropriate  to  set  a  cost 
threshold  for  packaging  diagnostic 
radiopharmaceuticals  because. 


regardless  of  their  per  day  cost,  they  are 
always  supportive  of  an  independent 
procedure  that  is  the  basis  for 
administration  of  the  diagnostic 
radiopharmaceutical. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  ourCY  2011  proposals, 
without  modification,  to  continue  to 
package  payment  for  all  nonpass- 
through  diagnostic 

radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  that  are 
surgically  inserted  or  implanted  into  the 
body  through  a  surgical  incision  or  a 
natural  orifice,  regardless  of  their  per 
day  costs.  Given  the  inherent  function 
of  contrast  agents  and  diagnostic 
radiopharmaceuticals  as  ancillary  and 
supportive  to  the  performance  of  an 
independent  procedure  and  the  similar 
functions  of  implantable  biologicals  and 
nonbiological  devices  as  integral  to  and 
supportive  of  the  separately  paid 
surgical  procedures  in  which  either  may 
be  used  we  continue  to  view  the 
packaging  of  payment  for  contrast 
agents,  diagnostic  radiopharmaceuticals, 
and  implantable  biologicals  as  a  logical 
expansion  of  packaging  payment  for 
drugs  and  biologicals.  In  addition,  as  we 
initially  established  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period,  (72  FR  66768),  we  will  continue 
to  identify  diagnostic 
radiopharmaceuticals  specifically  as 
those  Level  II  HCPCS  codes  that  include 
the  term  “diagnostic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors,  and  therapeutic 
radiopharmaceuticals  as  those  Level  II 
HCPCS  codes  that  include  the  term 
“therapeutic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors.  Finally,  we  are  finalizing 
our  proposal  to  package  payment  for 
HCPCS  C9356  and  C9359  and  to  assign 
status  indicator  “N”  for  CY  2011.  In 
addition,  any  new  biological  lacking 
pass-through  status  that  is  surgically 
inserted  or  implanted  through  a  surgical 
incision  or  natural  orifice  would  be 
packaged  in  CY  2011.  For  more 
information  on  how  we  set  CY  2011 
payment  rates  for  nuclear  medicine 
procedures  in  which  diagnostic 
radiopharmaceuticals  are  used  and 
echocardiography  services  provided 
with  and  without  contrast  agents,  we 
refer  readers  to  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  for  a 
detailed  discussion  of  nuclear  medicine 
and  echocardiography  services  (74  FR 
3-5269  through  35277). 


3.  Payment  for  Drugs  and  Biologicals 
Without  Pass-Through  Status  That  Are 
Not  Packaged 

a.  Payment  for  Specified  Covered 
Outpatient  Drugs  (SCODs)  and  Other 
Separately  Payable  and  Packaged  Drugs 
and  Biologicals 

Section  1833(t)(14)  of  the  Act  defines 
certain  separately  payable 
radiopharmaceuticals,  drugs,  and 
biologicals  and  mandates  specific 
payments  for  these  items.  Under  section 
1833(t)(14)(B)(i)  of  the  Act,  a  “specified 
covered  outpatient  drug”  is  a  covered 
outpatient  drug,  as  defined  in  section 
1927(k)(2)  of  the  Act,  for  which  a 
separate  APC  has  been  established  and 
that  either  is  a  radiopharmaceutical 
agent  or  is  a  drug  or  biological  for  which 
payment  was  made  on  a  pass-through 
basis  on  or  before  December  31,  2002. 

Under  section  1833(t)(14)(B)(ii)  of  the 
Act,  certain  drugs  and  biologicals  are 
designated  as  exceptions  and  are  not 
included  in  the  definition  of  “specified 
covered  outpatient  drugs,”  known  as 
SCODs.  These  exceptions  are — 

•  A  drug  or  biological  for  which 
payment  is  first  made  on  or  after 
January  1,  2003,  under  the  transitional 
pass-through  payment  provision  in 
section  1833(t)(6)  of  the  Act. 

•  A  drug  or  biological  for  which  a 
temporary  HCPCS  code  has  not  been 
assigned. 

•  During  CYs  2004  and  2005,  an 
orphan  drug  (as  designated  by  the 
Secretary). 

Section  1833(t)(14)(A)(iii)  of  the  Act 
requires  that  payment  for  SCODs  in  CY 
2006  and  subsequent  years  be  equal  to 
the  average  acquisition  cost  for  the  drug 
for  that  year  as  determined  by  the 
Secretary,  subject  to  any  adjustment  for 
overhead  costs  and  taking  into  account 
the  hospital  acquisition  cost  survey  data 
collected  by  the  Government 
Accountability  Office  (GAO)  in  CYs 
2004  and  2005.  If  hospital  acquisition 
cost  data  are  not  available,  the  law 
requires  that  payment  be  equal  to 
payment  rates  established  under  the 
methodology  described  in  section 
1842(o),  section  1847A,  or  section 
1847B  of  the  Act,  as  calculated  and 
adjusted  by  the  Secretary  as  necessary. 
Most  physician  Part  B  drugs  are  paid 
pursuant  to  ASP+6  percent  pursuant  to 
section  1842(o)  and  section  1847A  of 
the  Act. 

Section  1833(t)(14)(E)  of  the  Act 
provides  for  an  adjustment  in  OPPS 
payment  rates  for  overhead  and  related 
expenses,  such  as  pharmacy  services 
and  handling  costs.  Section 
1833(t)(14)(E)(i)  of  the  Act  required 
MedPAC  to  study  pharmacy  overhead 
and  to  make  recommendations  to  the 
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Secretary  regarding  whether,  and  if  so 
how,  a  payment  adjustment  should  be 
made  to  compensate  hospitals  for  them. 
Section  1833(tKl4KE)(ii)  of  the  Act 
authorizes  the  Secretary  to  adjust  the 
weights  for  ambulatory  procedure 
classifications  for  SCODs  to  take  into 
account  the  findings  of  the  MedPAC 
study. 

In  the  CY  2006  OPPS  proposed  rule 
(70  FR  42728),  we  discussed  the  June 
2005  report  by  MedPAC  regarding 
pharmacy  overhead  costs  in  HOPDs  and 
sunimarized  the  findings  of  that  study: 

•  Handling  costs  for  drugs, 
biologicals,  and  radiopharrriaceuticals 
administered  in  the  HOPD  are  not 
insignificant; 

•  Little  information  is  available  about 
the  magnitude  of  pharmacy  overhead 
costs; 

•  Hospitals  set  charges  for  drugs, 
biologicals,  and  radiopharmaceuticals  at 
levels  that  reflect  their  respective 
handling  costs;  and 

•  Hospitals  vary  considerably  in  their 
likelihood  of  providing  services  which 
utilize  drugs,  biologicals,  or 
radiopharmaceuticals  with  different 
handling  costs. 

As  a  result  of  these  findings,  MedPAC 
developed  seven  drug  categories  for 
pharmacy  and  nuclear  m.edicine 
handling  costs  based  on  the  estimated 
level  of  hospital  resources  used  to 
prepare  the  products  (70  FR  42729). 
Associated  with  these  categories  were 
two  recommendations  for  accurate 
payment  of  pharmacy  overhead  under 
the  OPPS. 

1.  CMS  should  establish  separate, 
budget  neutral  payments  to  cover  the 
costs  hospitals  incur  for  handling 
separately  payable  drugs,  biologicals, 
and  radiopharmaceuticals. 

2.  CMS  should  define  a  set  of 
handling  fee  APCs  that  group  drugs, 
biologicals,  and  radiopharmaceuticals 
based  on  attributes  of  the  products  that 
affect  handling  costs;  CMS  shopld 
instruct  hospitals  to  submit  charges  for 
these  APCs  and  base  payment  rates  for 
the  handling  fee  APCs  on  submitted 
charges  reduced  to  costs. 

In  response  to  the  MedPAC  findings, 
in  the  CY  2006  OPPS  proposed  rule  (70 
FR  42729),  we  discussed  our  belief  that, 
because  of  the  varied  handling  resources 
required  to  prepare  different  forms  of 
drugs,  it  would  be  impossible  to 
exclusively  and  appropriately  assign  a 
drug  to  a  certain  overhead  category  that 
would  apply  to  all  hospital  outpatient 
uses  of  the  drug.  Therefore,  our  CY  2006 
OPPS  proposal  included  a  proposal  to 
establish  three  distinct  Level  II  HCPCS 
C-codes  and  three  corresponding  APCs 
for  drug  handling  categories  to 
differentiate  overhead  costs  for  drugs 


and  biologicals  (70  FR  42730).  We  also 
proposed:  (1)  To  combine  several 
overhead  categories  recommended  by 
MedPAC;  (2)  to  establish  three  drug 
handling  categories,  as  we  believed  that 
larger  groups  would  minimize  the 
number  of  drugs  that  may  fit  into  more 
than  one  category  and  would  lessen  any 
undesirable  payment  policy  incentives 
to  utilize  particular  forms  of  drugs  or 
specific  preparation  methods;  (3)  to 
collect  hospital  charges  for  these  HCPCS 
C-codes  for  2  years;  and  (4)  to  ultimately 
base  payment  for  the  corresponding 
drug  handling  APCs  on  CY  2006  claims 
data  available  for  the  CY  2008  OPPS. 

In  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68659  through 
68665),  we  discussed  the  public 
comments  we  received  on  our  proposal 
regarding  pharmacy  overhead.  The 
overwhelming  majority  of  commenters 
did  not  support  our  proposal  regarding 
pharmacy  overhead  and  urged  us  not  to 
finalize  this  policy,  as  ft  would  be 
administratively  burdensome  for 
hospitals  to  establish  charges  for  HCPCS 
codes  for  pharmacy  overhead  and  to 
report  them.  Therefore,  we  did  not 
finalize  this  proposal  for  CY  2006. 
Instead,  we  established  payment  for 
separately  payable  drugs  and  biologicals 
at  ASP+6  percent,  which  we  calculated 
by  comparing  the  estimated  aggregate 
cost  of  separately  payable  drugs  and 
biologicals  in  our  claims  data  to  the 
estimated  aggregate  ASP  dollars  for 
separately  payable  drugs  and 
biologicals,  using  the  ASP  as  a  proxy  for 
average  acquisition  cost  (70  FR  68642). 
Hereinafter,  we  refer  to  this 
methodology  as  our  standard  drug 
payment  methodology.  We  concluded 
that  payment  for  drugs  and  biologicals 
and  pharmacy  overhead  at  a  combined 
ASP+6  percent  rate  would  serve  as  the 
best  proxy  for  the  combined  acquisition 
and  overhead  costs  of  each  of  these 
products. 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68091),  we 
finalized  our  proposed  policy  to  provide 
a  single  payment  of  ASP+6  percent  for 
the  hospital’s  acquisition  cost  for  the 
drug  or  biological  and  all  associated 
pharmacy  overhead  and  handling  costs. 
The  ASP+6  percent  rate  that  we 
finalized  was  higher  than  the  equivalent 
average  ASP-based  amount  calculated 
from  claims  of  ASP+4  percent  according 
to  our  standard  drug  payment 
methodology,  but  we  adopted  payment 
at  ASP+6  percent  for  stability  while  we 
continued  to  examine  the  issue  of  the 
costs  of  pharmacy  overhead  in  the 
HOPD. 

In  the  CY  2008  OPPS/ASC  proposed 
rule  (72  FR  42735),  in  response  to 
ongoing  discussions  with  interested 


parties,  we  proposed  to  continue  our 
methodology  of  providing  a  combined 
payment  rate  for  drug  and  biological 
acquisition  and  pharmacy  overhead 
costs.  We  also  proposed  to  instruct 
hospitals  to  remove  the  pharmacy 
overhead  charge  for  both  packaged  and 
separately  payable  drugs  and  biologicals 
from  the  charge  for  the  drug  or 
biological  and  report  the  pharmacy 
overhead  charge  on  an  uncoded  revenue 
code  line  on  the  claim.  We  believed  that 
this  would  provide  us  with  an  avenue 
for  collecting  pharmacy  handling  cost 
data  specific  to  drugs  in  order  to 
package  the  overhead  costs  of  these 
items  into  the  associated  procedures, 
most  likely  drug  administration 
services.  Similar  to  the  public  response 
to  our  CY  2006  pharmacy  overhead 
proposal,  the  overwhelming  majority  of 
commenters  did  not  support  our  CY 
2008  proposal  and  urged  us  to  not 
finalize  this  policy  (72  FR  66761).  At  its 
September  20O7  meeting,  the  ARC  Panel 
recommended  that  hospitals  not  be 
required  to  separately  report  charges  for 
pharmacy  overhead  and  handling  and 
that  payment  for  overhead  be  included 
as  part  of  driig  payment.  The  APC  Panel 
also  recommended  that  CMS  continue 
to  evaluate  alternative  methods  to 
standardize  the  capture  of  pharmacy 
overhead  costs  in  a  manner  that  is 
simple  to  implement  at  the 
organizational  level  (72  FR  66761). 
Because  of  concerns  expressed  by  the 
APC  Panel  and  public  commenters,  we 
did  not  finalize  the  proposal  to  instruct 
hospitals  to  separately  report  pharmacy 
overhead  charges  for  CY  2008.  Instead, 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66763),  we 
finalized  a  policy  of  providing  payment 
for  separately  payable  drugs  and 
biologicals  and  their  pharmacy 
overhead  at  ASP+5  percent  as  a 
transition  from  their  CY  2007  payment 
of  ASP+6  percent  to  payment  basecj  on 
the  equivalent  average  ASP-based 
payment  rate  calculated  from  hospital 
claims  according  to  our  standard  drug 
payment  methodology,  which  was 
ASP+3  percent  for  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period. 
Hospitals  continued  to  include  charges 
for  pharmacy  overhead  costs  in  the  line- 
item  charges  for  the  associated  drugs 
reported  on  claims. 

For  CY  2009,  we  proposed  to  pay 
separately  payable  drugs  and  biologicals 
at  ASP+4  percent,  including  both 
SCODs  and  other  drugs  without  CY 
2009  OPPS  pass-through  status,  based 
on  our  standard  drug  payment 
methodology.  We  also  proposed  to  split 
the  “Drugs  Charged  to  Patients”  cost 
center  into  two  cost  centers:  One  for 
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drugs  with  high  pharmacy  overhead 
costs  and  one  for  drugs  with  low 
pharmacy  overhead  costs  (73  FR  41492). 
We  noted  that  we  expected  that  CCRs 
from  the  proposed  new  cost  centers 
would  be  available  in  2  to  3  years  to 
refine  OPPS  drug  cost  estimates  by 
accounting  for  differential  hospital 
markup  practices  for  drugs  with  high 
and  low  overhead  costs.  After 
consideration  of  the  public  comments 
received  and  the  APC  Panel 
recommendations,  we  finalized  a  CY 
2009  policy  (73  FR  68659)  to  provide 
payment  for  separately  payable 
nonpass-through  drugs  and  biologicals 
based  on  costs  calculated  from  hospital 
claims  at  a  1-year  transitional  rate  of 
ASP+4  percent,  in  the  context  of  an 
equivalent  average  ASP-based  payment 
rate  of  ASP-i-2  percent  calculated 
according  to  our  standard  drug  payment 
methodology  from  the  final  rule  claims 
data  and  cost  report  data.  We  did  not 
finalize  our  proposal  to  split  the  single 
standard  “Drugs  Charged  to  Patients” 
cost  center  into  two  cost  centers  largely 
due  to  concerns  raised  to  us  by  hospitals 
about  the  associated  a'dministrative 
burden.  Instead,  w'e  indicated  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68659)  that  we 
would  continue  to  explore  other 
potential  approaches  to  improve  our 
drug  cost  estimation  methodology, 
thereby  increasing  payment  accuracy  for 
separately  payable  drugs  and 
biologicals. 

In  response  to  the  CMS  proposals  for 
the  CY  2008  and  CY  2009  OPPS,  a  group 
of  pheirmacy  stakeholders  (hereinafter 
referred  to  as  the  pharmacy 
stakeholders),  including  some  cancer 
hospitals,  some  pharmaceutical 
manufacturers,  and  some  hospital  and 
professional  associations,  commented 
that  CMS  should  pay  an  acquisition  cost 
of  ASP+6  percent  for  separately  payable 
drugs^  should  substitute  ASP-t-6  percent 
for  the  packaged  cost  of  all  packaged 
drugs  and  biologicals  on  procedure 
claims,  and  should  redistribute  the 
difference  between  the  aggregate 
estimated  packaged  drug  cost  in  claims 
and  payment  for  all  drugs,  including 
packaged  drugs  at  ASP-f6  percent,  as 
separate  pharmacy  overhead  payments 
for  separately  payable  drugs.  They 
indicated  that  this  approach  would 
preserve  the  aggregate  drug  cost 
obseiv^ed  in  the  claims  data,  while 
significantly  increasing  payment 
accuracy  for  individual  drugs  and 
procedures  by  redistributing  drug  cost 
from  packaged  drugs.  Their  suggested 
approach  would  provide  a  separate 
overhead  payment  for  each  separately 
payable  drug  or  biological  at  one  of 


three  different  levels,  depending  on  the 
pharmacy  stakeholders’  assessment  of 
the  complexity  of  pharmacy  handling 
associated  with  each  specific  drug  or 
biological  (73  FR  68651  through  68652). 
Each  separately  payable  drug  or 
biological  HCPCS  code  would  be 
assigned  to  one  of  the  three  overhead 
categories,  and  the  separate  pharmacy 
overhead  payment  applicable  to  the 
category  would  be  made  when  each  of 
the  separately  payable  drugs  or 
biologicals  was  paid. 

In  tne  CY  2010  OPPS/ASC  proposed 
rule  (74  FR  35332),  we  proposed  to 
redistribute  between  one-third  and  one- 
half  of  the  estimated  overhead  cost 
associated  with  coded  packaged  drugs 
and  biologicals  with  an  ASP,  which 
resulted  in  our  proposal  to  pay  for  the 
acquisition  and  pharmacy  overhead 
costs  of  separately  payable  drugs  and 
biologicals  that  did  not  have  pass¬ 
through  pa5nnent  status  at  ASP-(-4 
percent.  We  calculated  estimated 
overhead  cost  for  coded  packaged  drugs 
and  biologicals  by  determining  the 
difference  between  the  aggregate  claims 
cost  for  coded  packaged  drugs  and 
biologicals  with  an  ASP  and  the  ASP 
dollars  (ASP  multiplied  by  the  drug’s  or 
biological’s  units  in  the  claims  data)  for 
those  same  coded  drugs  and  biologicals; 
this  difference  was  our  estimated 
overhead  cost  for  coded  packaged  drugs 
and  biologicals.  In  our  rationale 
described  in  the  CY  2010  OPPS/ASC 
proposed  rule  (74  FR  35326  through 
35333),  we  stated  that  we  believed  that 
approximately  $150  million  of  the 
estimated  $395  million  total  in 
pharmacy  overhead  cost  included  in  our 
claims  data  for  coded  packaged  drugs 
and  biologicals  with  reported  ASP  data 
should  be  attributed  to  separately 
payable  drugs  and  biologicals  and  that 
the  $150  million  serves  as  the 
adjustment  for  the  pharmacy  overhead 
costs  of  separately  payable  drugs  and 
biologicals.  As  a  result,  we  also 
proposed  to  reduce  the  costs  of  coded 
drugs  and  biologicals  that  are  packaged 
into  payment  for  procedural  APCs  to 
offset  the  $150  million  adjustment  to 
payment  for  separately  payable  drugs 
and  biologicals.  In  addition,  we 
proposed  that  any  redistribution  of 
pharmacy  overhead  cost  that  may  arise 
from  CY  2010  final  rule  data  would 
occur  only  from  coded  packaged  drugs 
and  biologicals  with  an  ASP  to 
separately  payable  drugs  and 
biologicals,  thereby  maintaining  the 
estimated  total  cost  of  drugs  and 
biologicals. 

Using  our  CY  2010  proposed  rule 
data,  and  applying  our  longstanding 
methodology  for  calculating  the  total 
cost  of  separately  payable  drugs  and 


biologicals  in  our  claims  compared  to 
the  ASP  dollars  for  the  same  drugs  and 
biologicals,  without  applying  the 
proposed  overhead  cost  redistribution, 
we  determined  that  the  estimated 
aggregate  cost  of  separately  payable 
drugs  and  biologicals  (status  indicators 
“K”  and  “G”),  including  acquisition  and 
pharmacy  overhead  costs,  was 
equivalent  to  ASP-2  percent.  Therefore, 
under  the  standard  methodology  for 
establishing  payment  for  separately 
payable  drugs  and  biologicals,  we 
would  have  paid  for  those  drugs  and 
biologicals  at  ASP-2  percent  for  CY 
2010,  their  equivalent  average  ASP- 
based  payment  rate.  We  also  determined 
that  the  estimated  aggregate  cost  of 
coded  packaged  drugs  and  biologicals 
with  an  ASP  (status  indicator  “N”), 
including  acquisition  and  pharmacy 
overhead  costs,  was  equivalent  to 
ASP-h247  percent. 

While  we  had  no  way  of  assessing 
whether  this  current  distribution  of 
overhead  cost  to  coded  packaged  drugs 
and  biologicals  with  an  ASP  was 
appropriate,  we  acknowledged  that  the 
established  method  of  converting  billed 
charges  to  costs  had  the  potential  to 
“compress”  the  calculated  costs  to  some 
degree.  Further,  we  recognized  that  the 
attribution  of  pharmacy  overhead  costs 
to  packaged  or  separately  payable  drugs 
and  biologicals  through  our  standard 
drug  payment  methodology  of  a 
combined  payment  for  acquisition  and 
pharmacy  overhead  costs  depends,  in 
part,  on  the  treatment  of  all  drugs  and 
biologicals  each  year  under  our  annual 
drug  packaging  threshold.  Changes  to 
the  packaging  threshold  may  result  in 
changes  to  payment  for  the  overhead 
cost  of  drugs  and  biologicals  that  do  not 
reflect  actual  changes  in  hospital 
pharmacy  overhead  cost  for  those 
products.  For  these  reasons,  we  stated 
that  we  believed  some  portion,  but  not 
all,  of  the  total  overhead  cost  that  is 
associated  with  coded  packaged  drugs 
and  biologicals  (the  difference  between 
aggregate  cost  for  those  drugs  on  the 
claims  and  ASP  for  the  same  drugs), 
based  on  our  standard  drug  payment 
methodology,  should,  at  least  for  CY 
2010,  be  attributed  to  separately  payable 
drugs  and  biologicals. 

We  acknowledged  that  the  observed 
combined  payment  for  acquisition  and 
pharmacy  overhead  costs  of  ASP-2 
percent  for  separately  payable  drugs  and 
biologicals  may  be  too  low  and 
ASP-h247  percent  for  coded  packaged 
drugs  and  biologicals  with  reported  ASP 
data  in  the  CY  2010  claims  data  may  be 
too  high  (74  FR  35328).  We  stated  that 
a  middle  ground  of  approximately  one- 
third  to  orie-half  of  the  total  pharmacy 
overhead  cost  currently  associated  with 
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coded  packaged  drugs  and  biologicals  in 
the  CY  2008  claims  data  would 
represent  the  most  accurate 
redistribution  of  pharmacy  overhead 
cost.  We  included  a  discussion  of 
indirect  overhead  costs,  such  as 
administrative  and  general  costs,  capital 
costs,  staff  benefits,  and  other  facility 
costs  that  do  not  vary  across  drugs,  and 
direct  overhead  costs,  including  staff, 
supplies,  and  equipment  that  are 
directly  attributable  only  to  the  storage, 
handling,  preparation,  and  distribution 
of  drugs  and  biologicals  and  which  do 
vary,  sometimes  considerably, 
depending  upon  the  drug  being 
furnished.  We  presented  analyses  that 
modeled  the  redistribution  of  overhead 
costs  in  the  packaged  drugs  to  all  drugs 
and  biologicals  based  on  overhead 
relative  weights  derived  from  industry 
and  from  MedPAC’s  recommended 
overhead  relative  weights  and  by 
assigning  each  drug,  both  packaged  and 
separately  paid,  to  a  category  of 
overhead  complexity.  Analyses  relying 
on  both  sets  of  relative  weights 
suggested  that  indirect  costs  are  a 
sizable  component  of  the  overhead  costs 
associated  with  all  drugs  and  biologicals 
(74  FR  60505  to  60508). 

Within  the  one-third  to  one-half 
parameters,  we  proposed  that 
reallocating  $150  million  in  drug  and 
biological  cost  observed  in  the  claims 
data  from  coded  packaged  drugs  and 
biologicals  with  an  ASP  to  separately 
payable  drugs  and  biologicals  for  CY 
2010  would  more  appropriately 
distribute  pharmacy  overhead  cost 
among  packaged  and  separately  payable 
drugs  and  biologicals.  Based  on  this 
redistribution,  we  proposed  a  CY  2010 
payment  rate  for  separately  payable 
drugs  and  biologicals  of  ASP-t-4  percent. 
Redistributing  $150.million  represented 
a  reduction  in  .cost  of  coded  packaged 
drug  and  biologicals  with  reported  ASP 
data  in  the  CY  2010  proposed  rule 
claims  data  of  27  percent. 

We  also  proposed  that  any 
redistribution  of  pharmacy  overhead 
cost  that  may  arise  from  CY  2010  final 
rule  data  would  occur  only  from  .some 
drugs  and  biologicals  to  other  drugs  and 
biologicals,  thereby  maintaining  the 
estimated  total  cost  of  drugs  and 
biologicals  in  our  claims  data  (no 
redistribution  of  cost  would  occur  from 
other  services  to  drugs  and  biologicals 
or  vicp  versa).  We  further  proposed  that 
the  claims  data  for  340B  hospitals  be 
included  in  the  calculation  of  payment 
for  drugs  and  biologicals  under  the  CY 
2010  OPPS  and  that  hospitals  which 
participate  in  the  340B  program  would 
be  paid  the  same  amounts  for  separately 
payable  drugs  and  biologicals  as 
hospitals  that  do  not  participate  in  the 


340B  program.  Finally,  we  proposed 
that,  in  accordance  with  our  standard 
drug  payment  methodology,  the 
estimated  payments  for  separately 
payable  drugs  and  biologicals  would  be 
taken  into  account  in  the  calculation  of 
the  weight  scaler  that  would  apply  to 
the  relative  weights  for  all  procedural' 
services  (but  would  not  apply  to 
separately  payable  drugs  and 
biologicals)  paid  under  the  OPPS,  as 
required  by  section  1833(t)(14)(H)  of  the 
Act. 

In  the  CY  2010  OPPS  final  rule  with 
comment  period,  we  adopted  a 
transitional  payment  rate  of  ASP+4 
percent  based  on  a  pharmacy  overhead 
adjustment  methodology  for  CY  2010 
that  redistributed  $200  million  from 
packaged  drug  cost  to  separately 
payable  drug  cost.  This  $200  million 
included  the  proposed  $150  million 
redistribution  from  the  pharmacy 
overhead  cost  of  coded  packaged  drugs 
and  biologicals  for  which  an  ASP  is 
reported  and  an  additional  $50  million 
dollars  from  the  total  uncoded  drug  and 
biological  cost  to  separately  payable 
drugs  and  biologicals  as  a  conservative 
estimate  of  the  pharmacy  overhead  c  ist 
of  uncoded  packaged  drugs  and 
biologicals  that  should  be  appropriately 
associated  with  the  cost  of  separately 
payable  drugs  and  biologicals  (74  FR 
60517).  We  noted  that  our  final  CY  2010 
payment  policy  for  separately  payable 
drugs  and  biologicals  at  ASP+4  percent 
fell  within  the  range  of  ASP-3  percent, 
that  would  have  resulted  from  no 
pharmacy  overhead  cost  redistribution 
from  packaged  to  separately  payable 
drugs  and  biologicals,  to  ASP+7  percent, 
that  would  have  resulted  from 
redistribution  of  pharmacy  overhead 
cost  based  on  expansive  assumptions 
about  the  nature  of  uncoded  packaged 
drug  and  biological  cost.  We 
acknowledged  that,  to  some  unknown 
extent,  there  are  pharmacy  overhead 
costs  being  attributed  to  the  items  and 
services  reported  under  the  pharmacy 
revenue  code  without  HCPCS  codes  that 
are  likely,  pharmacy  overhead  for 
separately  payable  drugs.  We 
redistributed  $50  million  in  uncoded 
packaged  drug  cost  and  stated  that  we 
could  not  know  the  amount  of  overhead 
associated  with  these  drugs  without 
making  significant  further  assumptions 
about  the  amount  of  pharmacy  overhead 
cost  associated  with  the  drugs  and 
biologicals  captured  by  these  uncoded 
packaged  drug  costs.  We  finalized  a 
policy  of  redistributing  pharmacy 
overhead  cost  from  some  drugs  and 
biologicals  to  other  drugs  and 
biologicals,  thereby  maintaining  the 
estimated  total  cost  of  drugs  and 


biologicals  in  ouf  claims  data  (no 
redistribution  of  cost  would  occur  from 
other  services  to  drugs  and  biologicals 
or  vice  versa). 

b.  Payment  Policy 

Section  1833(t)(14)(A)(iii)  of  the  Act, 
as  described  above,  continues  to  be 
applicable  to  determining  payments  for 
SCODs  for  CY  2011.  This  provision 
requires  that  payment  for  SCODs  be 
equal  to  the  average  acquisition  cost  for 
the  drug  for  that  year  as  determined  by 
the  Secretary,  subject  to  any  adjustment 
for  overhead  costs  and  taking  into 
account  the  hospital  acquisition  cost 
survey  data  collected  by  the  GAO  in 
CYs  2004  and  2005.  If  hospital 
acquisition  cost  data  are  not  avaijable, 
section  1833(t)(14)(A)(iii)(II)  of  the  Act 
requires  that  payment  be  equal  to 
payment  rates  established  under  the 
methodology  described  in  section 
1842(o)  of  the  Act,  section  1847A  of  the 
Act  (ASP+6  percent  as  paid  for 
physician  Part  B  drugs),  or  section 
1847B  of  the  Act  (CAP),  as  the  case  may 
be,  as  calculated  and  adjusted  by  the 
Secretary  as  necessary'.  In  accordance 
with  sections  1842(o)  and  1847A  of  the 
Act,  payment  for  most  Medicare  Part  B 
drugs  furnished  on  or  after  January  1, 
2005,  are  paid  based  on  the  ASP 
methodology.  Medicare  Part  B  drugs 
generally  fall  into  three  categories: 
physician  drugs  (drugs  furnished 
incident  to  a  physician’s  service),  DME 
drugs  (drugs  furnished  under  the 
durable  medical  equipment  benefit), 
and  drugs  specifically  covered  by 
statute  (certain  oral  anti-cancer  and 
immunosuppressive  drugs).  In  addition, 
section  1833(t)(14)(E)(ii)  of  the  Act  * 
authorizes,  but  does  not  require,  the 
Secretary  to  adjust  APC  weights  to  take 
into  account  the  2005  MedPAC  report 
relating  to  overhead  and  related 
expenses,  such  as  pharmacy  services 
and  handling  costs.  As  discussed  in 
V.B.3.a.  of  this  final  rule  with  comment 
period,  since  CY  2006,  we  have  used 
ASP  data  and  costs  estimated  from 
charges  on  hospital  claims  data  as  a 
proxy  for  both  the  average  hospital 
acquisition  cost  that  the  statute  requires 
for  payment  of  SCODs  and  the 
associated  pharmacy  overhead  cost  to 
establish  a  combined  payment  rate  for 
acquisition  cost  and  pharmacy 
overhead.  Until  CY  2010,  we  applied 
this  methodology  to  payment  for  all 
separately  payable  drugs  and  biologicals 
without  pass-through  status,  including 
both  SCODs  and  other  drugs  and 
biologicals  that  do  not  meet  the 
statutory  definition  of  SCODs. 

However,  for  the  CY  2010  OPPS,  we . 
revised  the  standard  methodology  to 
include  an  adjustment  for  pharmacy 
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overhead.  We  acknowledged  that  the 
established  method  of  converting  billed 
charges  to  costs  had  the  potential  to 
“compress”  the  calculated  costs  to  some 
degree.  We  recognized  that  the 
attribution  of  pharmacy  overhead  costs 
to  packaged  or  separately  payable  drugs 
and  biologicals  through  our  standard 
drug  payment  methodology  of  a 
combined  payment  for  acquisition  and 
pharmacy  overhead  costs  depends,  in 
part,  on  the  treatment  of  all  drugs  and 
biologicals  each  year  under  our  annual 
drug  packaging  threshold.  To  some 
unluiown  extent,  we  believe  that  some 
pharmacy  overhead  costs  are  being 
attributed  to  packaged  drugs  and 
biologicals  that  are  likely  pharmacy 
overhead  costs  for  separately  payable 
drugs. 

For  the  CY  2011  OPPS/ASC  firoposed 
rule,  using  our  standard  methodology 
for  determining  the  total  cost  of 
separately  payable  drugs  in  our  CY  2009 
claims  data  and  comparing  these  costs 
to  the  ASP  dollars  (April  2010  ASP 
quarterly  payment  rates  multiplied  by 
units  for  the  separately  payable  drugs 
and  biologicals  in  the  claims  data)  for 
the  same  drugs,  we  determined  that  the 
total  payment  for  separately  payable 
drugs  (status  indicators  “K”  and  “G”), 
including  acquisition  and  pharmacy 
overhead  costs,  was  ASP+0  percent, 
which  also  would  be  the  ASP-based 
payment  rate  under  the  standard 
methodology  that  we  established  in  CY 
2006  (75  FR  46275).  Additionally,  we 
determined  that  the  total  aggregate  cost 
for  packaged  drugs  with  a  HCPCS  code 
for  which  manufacturers  report  ASP 
data  (status  indicator  “N”),  including 
acquisition  and  pharmacy  overhead 
costs,  was  equivalent  to  ASP+283 
percent.  Finally,  we  determined  that  the 
total  cost  for  both  packaged  drugs  with 
a  HCPCS  code  and  separately  payable 
drugs  (status  indicators  “N,”  “K,”  and 
“G”)  for  which  we  also  have  ASP  data, 
including  acquisition  and  pharmacy 
overhead  costs,  was  ASP-i-14  percent. 
Table  25  in  the  proposed  rule  displayed 
our  findings  with  regard  to  the 
percentage  of  ASP  in  comparison  to  the 
cost  for  packaged  coded  drugs  and  for 
separately  payable  coded  drugs  before 
application  of  the  overhead  adjustment 
methodology. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46276),  we  stated  that  we 
believed  that  the  combined  payment  for 
average  acquisition  and  pharmacy 
overhead  co.sts  under  our  standard 
methodology  may  understate  the  cost  of 
separately  payable  drugs  and  biologicals 
and  related  pharmacy  overhead  for 
those  drugs  and  biologicals. 

Specifically,  we  stated  that  we  believed 
payment  at  ASP+0  percent  for  such 


costs  may  not  be  sufficient.  We  also 
acknowledged  that  ASP  +283  percent 
may  overstate  the  combined  acquisition 
and  pharmacy  overhead  cost  of 
packaged  drugs  and  biologicals.  In  the 
CY  2011  OPPS/ASC  proposed  rule  (75 
FR  46276  through  46279),  for  CY  2011, 
we  proposed  to  continue  our  CY  2010 
pharmacy  overhead  adjustment 
methodology  (74  FR  60500  through 
60512).  We  proposed  to  redistribute 
$150  million  firom  the  pharmacy 
overhead  cost  of  coded  packaged  drugs 
and  biologicals  with  reported  ASP  data 
and  to  redistribute  $50  million  from  the 
cost  of  uncoded  packaged  drugs  and 
biologicals  without  an  ASP,  for  a  total 
redistribution  of  $200  million  in  drug 
cost  from  the  cost  of  coded  and  uncoded 
packaged  drugs  to  the  cost  of  separately 
payable  drugs,  as  we  did  for  the  CY 

2010  final  rule. 

We  estimated  the  overhead  cost  for 
coded  packaged  drugs  to  be  $438 
million  ($593  million  in  total  cost  for 
coded  packaged  drugs  and  biologicals 
with  a  reported  ASP  less  ^155  million 
in  total  ASP  dollars  for  coded  packaged 
drugs  and  biologicals  with  a  reported 
ASP).  Similar  to  the  CY  2010  proposal, 
we  proposed  for  CY  2011  that  any 
redistribution  of  pharmacy  overhead 
cost  would  occur  only  among  drugs  and 
biologicals  in  our  claims  data,  that  no 
redistribution  of  cost  would  occur  from 
other  services  to  drugs  and  biologicals 
or  vice  versa.  We  continued  to  believe 
that  redistributing  $200  million  from 
packaged  to  separately  payable  drugs 
and  biologicals  was  an  appropriate 
redistribution  of  pharmacy  overhead 
costs  to  address  any  charge  compression 
in  the  standard  methodology.  This 
would  have  resulted  in  a  proposed  CY 

2011  payment  rate  for  separately 
payable  drugs  and  biologicals  of  ASP+6 
percent.  We  emphasized  that  we 
proposed  a  pharmacy  overhead 
adjustment  methodology  based  on  a 
cedistribution  of  overhead  cost  and  that 
our  proposal  for  payment  at  ASP+6 
percent  was  a  coincidental  outcome  of 
the  proposed  methodology  to 
redistribute  $200  million  from  packaged 
drugs  to  separately  payable  drugs.  We 
did  not  propose  payment  of  ASP+6 
percent  for  separately  payable  drugs  as 
an  alternative  to  payment  of  average 
acquisition  costs  based  on  a  survey 
under  section  1833(t)(14)(A)(iii)(I)  of  the 
Act.  We  indicated  that  we  continue  to 
believe  that  the  ASP  information 
collected  under  .section  1847A(b)(l)(A) 
of  the  Act  and  our  hospital  claims  data 
is  a  suitable  proxy  for  the  acquisition 
cost  data.  For  a  full  explanation  of  our 
rationale  for  using  ASP  data  and  our 
hospital  claims  data  as  a  suitable  proxy 


for  acquisition  cost  data,  we  refer 
readers  to  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR 
60515).  We  further  noted  that,  in  past 
years,  the  proposed  ASP+X  amount 
decreased  by  at  least  1  percentage  point 
when  we  updated  the  ASP  data,  claims 
data,  and  cost  report  data  between  the 
proposed  rule  and  the  final  rule  with 
comment  period,  from  ASP+5  to  ASP+4 
for  example.  Therefore,  we  stated  that  it 
was  possible  that  the  proposed 
methodology  would  result  in  an  ASP+X 
amount  that  is  different  from  ASP+6. 

As  indicated  in  Table  25  of  the 
proposed  rule,  if  we  had  proposed  to 
establish  payment  for  separately  payable 
drugs  and  biologicals  under  the 
standard  methodology  established  in  CY 
2006  without  applying  a  pharmacy 
overhead  adjustment,  we  would  have 
proposed  to  pay  for  separately  payable 
drugs  and  biologicals  at  ASP+0  percent. 
However,  because  we  were  concerned 
about  underpaying  separately  payable 
drugs  and  biologicals,  we  stated  our 
belief  that  a  pharmacy  overhead 
adjustment  using  a  redistribution 
methodology  for  determining  the 
amount  of  payment  for  drugs  and 
biologicals  as  we  did  for  CY  2010  was 
appropriate.  We  believed  the  observed 
ASP+p  percent  reflected  some  amount 
of  charge  compression  and  variability 
attributable  to  choice  of  a  packaging 
threshold. 

We  indicated  in  the  proposed  rule 
that  we  continue  to  believe  that  the 
methodology  to  redistribute  $200 
million  in  drug  overhead  cost  ftom 
packaged  coded  and  uncoded  drugs  to 
separately  payable  drugs,  while  keeping 
the  total  cost  of  ^ugs  in  the  claims  data 
constant,  continues  to  be  appropriate  for 
the  reasons  set  forth  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60501  through  60517). 
Therefore,  we  proposed  to  redistribute 
$200  million  in  drug  overhead  costs 
from  coded  and  uncoded  packaged 
drugs  to  separately  payable  drugs  while 
keeping  the  total  cost  of  drugs  in  the 
claims  data  constant.  Table  26  of  the 
proposed  rule  presented  the  ASP+X 
amount  after  redistribution  of  $1 50 
million  from  the  estimated  overhead  of 
$438  million  for  coded  packaged  drugs 
with  reported  ASP  data  to  separately 
payable  drugs  and  biologicals  and  $50 
million  from  uncoded  packaged  drug 
cost  for  wnich  an  estimate  of  overhead 
cannot  be  calculated,  resulting  in  a  total 
redistribution  of  $200  million  in  cost 
from  packaged  drugs  and  biologicals  to 
separately  payable  drugs  and 
biologicals. 

We  generally  received  positive 
comments  on  our  CY  2010  proposal  to 
redistribute  $150  million  of  drug  cost 
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from  packaged  drugs  and  biologicals  to 
separately  payable  drugs  and  biologicals 
to  establish  their  final  combined 
payment  level.  The  general  comment  we 
received  on  our  pharmacy  overhead 
adjustment  methodology  was  that  the 
amount  of  drug  cost  that  should  be 
redistributed  should  be  greater,  a 
sentiment  reiterated  at  the  February 
2010  APC  Panel  meeting  and  discussed 
in  greater  detail  below.  Commenters  and 
presenters  to  the  APC  Panel  specifically 
argued  that  our  CY  2010  proposal  had 
not  fully  acknowledged  the  potential 
overhead  cost  available  for 
redistribution  in  the  uncoded  packaged 
drugs.  •  . 

We  explain  below  our  rationale  for 
why  we  did  not  propose  to  redistribute 
more  cost  from  uncoded  packaged 
drugs.  Conversations  with  stakeholders 
and  hospitals  over  the  past  year  suggest 
that  hospitals  do  not  always  report 
HCPCS  codes  for  drugs  for  a  variety  of 
reasons,  including  an  internal  practice 
not  to  code  for  packaged  drugs,  building 
the  cost  of  the  drugs  into  the  associated 
procedure  charge,  lack  of  an  HCPCS 
code  for  some  drugs  and  biologicals, 
and  purchased  vendor  billing  software 
functionality  that  removes  codes.  A  key 
premise  of  our  pharmacy  overhead 
adjustment  redistribution  methodology 
was  our  assessment  of  the  amount  of 
drug  cost  in  the  claims  data  above 
aggregate  ASP  available  as  “overhead” 
for  redistribution.  Knowing  the  specific 
HCPCS  codes  for  packaged  drugs  and 
their  associated  ASP  allows  us  to  assess 
the  differential  between  aggregate  ASP 
and  claim  cost  for  packaged  drugs  and 
to  assess  the  intensity  of  pharmacy 
overhead  associated  with  these  drugs. 
The  inability  to  know  which  drugs  are 
captured  by  uncoded  drug  charges  on  a 
claim  is  challenging  because  we  cannot 
know  what  is  being  charged  or  what  the 
overhead  complexity  might  be.  Further, 
we  understand  that  there  is  wide 
variation  in  how  hospitals  set  charges 
for  items  and  services  in  their 
chargemasters,  sometimes  charging 
separately  for  overhead  (for  example, 
paper  cups,  gloves,  transportation,  staff 
consultations)  and  sometimes  including 
charges  for  those  supplies  in  the  charge 
for  drugs.  Therefore,  we  cannot  be 
^certain  that  the  amount  of  uncoded 
pharmacy  overhead  cost  is  as  high  as 
the  public  has  suggested  or  that 
hospitals  mark  up  these  uncoded  drugs 
and  biologicals  in  the  same  way  as 
packaged  drugs  and  biologicals  with 
HCPCS  codes. 

In  addition,  at  its  February  2010 
meeting,  the  APC  Panel  recommended 
that  CMS  reallocate  a  larger  portion  of 
the  pharmacy  overhead  costs  from 
packaged  drugs  to  separately  payable 


drugs  for  CY  2011.  We  did  not  accept 
the  APC  Panel’s  recommendation  to 
redistribute  a  larger  portion  of  the 
pharmacy  overhead  costs  from  packaged 
drugs  to  separately  payable  drugs 
because  we  did  not  find  the  analysis 
provided  by  the  presenters  at  the 
February  2010  APC  Panel  meeting  to  be 
sufficient  to  determine  that  it  is 
appropriate  to  propose  to  redistribute 
more  payment  from  uncoded  packaged 
drugs  and  biologicals  to  separately  paid 
drugs  and  biologicals.  Although 
presenters  at  the  APC  Panel  meeting 
acknowledged  that  CMS  could  not  know 
the  ASP  for  these  uncoded  drug  costs, 
they  provided  analyses  examining  the 
proportion  of  estimated  coded  packaged 
drug  cost  relative  to  estimated  uncoded 
packaged  drug  cost  out  of  all  packaged 
drug  cost  (both  coded  and  uncoded)  and 
concluded  that  uncoded  and  coded 
packaged  drugs  are  probably  the  same 
drugs  because  hospitals  tend  to  have 
roughly  the  same  amount  of  estimated 
packaged  drug  cost  in  their  claims  data 
but  wide  variation  on  the  proportion  of 
coded  packaged  drugs.  They  also 
presented  analyses  stating  that  the 
.  relationship  between  pharmacy 
overhead  and  handling  costs  and  the 
cost  of  drugs  in  the  cost  report  data  can 
be  interpreted  as  providing  a 
relationship  between  cost  and  overhead 
comparable  to  the  ASP-t-X  calculated  for 
all  drug  cost  in  the  claims  data,  if  an 
aggregate  ASP  amount  is  assumed  to  be 
the  same  for  uncoded  drugs  and 
biologicals  as  it  is  for  coded  packaged 
drugs.  The  presenters  concluded  that 
the  uncoded  packaged  drug  and 
biological  cost  accounts  for  exactly  the 
same  drugs  and  biologicals  as  those  in 
the  coded  packaged  drug  and  biological 
cost  and  that  CMS  could  assume  the 
same  proportional  amount  of  overhead 
cost  that  appears  in  the  uncoded 
packaged  drug  and  biological  cost  as 
observed  in  the  coded  packaged  drug 
cost.  They  asked  that  CMS  assume  that 
uncaded  packaged  drugs  and  biologicals 
resemble  coded  packaged  drugs  and 
biologicals  and  treat  them  comparably 
for  purposes  of  estimating  “overhead.” 
We  reviewed  the  presenters’  analyses, 
but  we  believe  the  information  they 
provided  is  insufficient  in  order  to 
enable  us  to  isolate  the  portion  of  the 
uncoded  packaged  drug  and  biological 
cost  that  is  pharmacy  overhead  cost.  In 
order  to  isolate  the  portion  of  uncoded 
packaged  drug  and  biological  cost  that 
is  pharmacy  overhead  cost,  we  believe 
that  we  would  need  more  drug-specific 
information  reported  to  us  by  hospitals, 
either  through  more  reporting  of 
packaged  drugs  on  claims  or  through 
more  granular  cost  centers  on  the  cost 


report.  We  noted  that  we  investigated 
uncoded  drugs  further.  We  evaluated 
the  services,  by  status  indicator,  with 
which  uncoded  packaged  drug  cost 
appears  in  the  claims  data  in  an  effort 
to  assess  how  much  uncoded  drugs 
resemble  coded  packaged  drugs.  We 
isolated  this  analysis  to  single  and 
pseudo  single  bills.  We  found  that  most 
uncoded  packaged  drug  costs  appear 
with  surgical  services  (status  indicator 
“T,”)  and  that  most  coded  packaged  drug 
costs  appear  with  medical  services, 

(status  indicators  of  “S”  and  “X”).  In 
light  of  this  information,  we  were  not 
confident  that  the  drugs  captured  by 
uncoded  packaged  drug  cost  were  the 
same  drugs  captured  by  coded  packaged 
drug  cost.  Therefore,  we  did  not  believe 
we  could  assume  that  they  are  the  same 
drugs,  with  comparable  overhead  and 
handling  costs.  Without  being  able  to 
calculate  an  ASP  for  these  drugs  and 
without  being  able  to  gauge  the 
magnitude  of  the  overhead  complexity 
associated  with  these  drugs,  we  did  not 
believe  we  should  assume  that  the  same 
amount  of  proportional  overhead  would 
be  available  for  redistribution  for  the  CY 
2011  OPPS/ASC  proposed  rule.  We 
were  not  convinced  that  the  same 
proportionate  amount  of  overhead  cost 
should  be  redistributed  from  the 
packaged  uncoded  drugs  as  the  amount 
of  overhead  cost  that  is  appropriate  to 
redistribute  for  packaged  coded  drugs. 

In  addition,  we  stated  in  the  proposed 
rule  that  we  remain  committed  to  using 
hospital  claims  data  reported  to  us  by 
hospitals  to  set  the  OPPS  payment  rates 
because  it  provides  more  specificity 
about  the  provided  drugs  and 
biologicals  and  would  allow  us  .to  assess 
an  overhead  amount  for  those  drugs  and 
biologicals.  Therefore,  we  proposed  to 
redistribute  a  conservative  estimate,  $50 
million,  in  cost  from  uncoded  packaged 
drugs  to  separately  payable  drugs  and 
biologicals. 

Based  on  the  reasons  set  forth  above, 
and  consistent  with  our  rationale 
outlined  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60511  through  60512),  we  cannot  be 
certain  that  we  know  what  portion  of 
the  uncoded  drugs  and  biologicals  cost 
is  acquisition  cost  versus  pharmacy 
overhead  costs,  and  we  have  no 
compelling  reason  to  redistribute  a 
greater  amount  of  drug  cost.  Therefore, 
our  proposal  to  redistribute  $200 
million  in  drug  cost  from  packaged 
drugs  to  separately  payable  drugs,  while 
maintaining  the  total  cost  of  drugs  in 
our  claims  data,  consisted  of 
redistributing  $150  million  in 
“overhead”  cost  from  packaged  coded 
drugs  and  biologicals  with  reported  ASP 
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data  to  separately  payable  drugs  and 
biologicals  and  redistributing  $50 
million  in  drug  cost  from  uncoded 
packaged  drugs  and  biologicals  to 
separately  payable  drugs  and  biologicals 
as  a  conservative  estimate  of  potential 
overhead  cost  appearing  in  uncoded 
packaged  drugs  that  should  have  been 
associated  with  separately  payable 
drugs  and  biologicals. 

We  have  indicated  that  the  basis  for 
our  CY  2011  proposal  to  redistribute 
$150  million  dollars  from  packaged 
coded  drugs  and  biologicals  to 
separately  payable  drugs  and  biologiceils 
as  a  pharmacy  overhead  adjustment  was 
the  same  as  our  CY  2010  final  policy. 

The  CY  2010  final  policy  was  based  on 
our  assessment  that  between  one-thifd 
and  one-half  of  the  overhead  cost  in 
coded  packaged  drugs  could  be 
attributable  to  charge  compression  due 
to  our  cost  estimation  methodology  and 
our  choice  of  a  packaging  threshold.  We 
continue  to  believe  that  a  precise 
amount  of  drug  cost  attributable  to 
charge  compression  cannot  be  known, 
but  that  $150  million  is  an  appropriate 
adjustment.  We  stated  in  the  CY  2011 
OPS/ASC  proposed  rule  that  the  CY 
2011  proposal  to  redistribute  $150 
million  fell  within  the  approximate  one- 
third  to  one-half  range  established  in  CY 
2010  OPPS/ASC  final  rule  with  updated 
CY  2009  claim  and  cost  report  data,  and 
that  we  anticipated  that  the  $150 
million  would  continue  to  roughly 
approximate  one-third  to  one-half  or 
thereabouts  of  overhead  cost  in  the 
coded  packaged  drugs  with  updated 
ASP  data,  and  claim  and  cost  report 
data  for  the  final  rule.  In  order  to 
redistribute  the  $150  million  in 
pharmacy  overhead  from  packaged  costs 
of  drugs  and  biologicals  for  which  a 
HCPCS  code  was  reported,  we  reduced 
the  costs  attributable  to  these  items  and 
services  by  multiplying  tbe  costs 
derived  from  the  revenue  center  charges 
for  packaged  HCPCs  codes  by  0.75  (a  25- 
percent  reduction). 

To  redistribute  the  $50  million  in 
total  cost  from  packaged  costs  of  drugs 
and  biologicals  for  which  no  HCPCS 
code  was  reported,  we  reduced  the  costs 
attributable  to  these  items  and  services 
by  multiplying  the  costs  derived  from 
revenue  center  charges  for  pharmacy  by 
0.92  (an  8-percent  reduction).  We  noted 
in  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46279)  that  the  $50  million 
in  drug  overhead  cost  that  we  proposed 
to  redistribute  from  packaged  uncoded 
drugs  and  biologicals  to  separately 
payable  drugs  and  biologicals  was  8 
percent,  comparable  to  the  amount  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period.  Wq  noted  that  $50 
million  as  a  percent  of  uncoded  drug 


cost  may  be  close  to  the  8  percent  range, 
or  thereabouts,  of  uncoded  drug  and 
biological  cost  in  the  final  rule  with 
updated  claim  and  cost  data.  In 
addition,  although  we  arrived  at  a 
proposed  payment  rate  of  ASP+6 
percent,  we  emphasized  that  the  ASP+6 
percent  amount  may  change  when 
ASP+X  is  recalculated  using  updated 
ASP  data  and  claims  and  cost  report 
data  for  the  CY  2011  OPPS/ASC  final 
rule  with  comment  period. 

We  also  note  that  although  it  is  CMS’ 
longstanding  policy  under  the  OPPS  to 
refrain  from  instructing  hospitals  on  the 
appropriate  revenue  code  to  use  to 
charge  for  specific  services,  we  continue 
to  encourage  hospitals  to  bill  all  drugs 
and  biologicals  with  HCPCS  codes, 
regardless  of  whether  they  are 
separately  payable  or  packaged  using 
appropriate  revenue  codes.  We  noted 
that  we  make  packaging  determinations 
for  drugs.annually  based  on  cost 
information  reported  under  HCPCS 
codes,  and  the  OPPS  ratesetting  is  best 
served  when  hospitals  report  charges  for 
all  items  and  services  with  HCPCS 
codes  when  they  are  available,  whether 
or  not  Medicare  makes  separate 
payment  for  the  items  and  services. 

The  APC  Panel  also  recommended 
during  its  February  2010  public  meeting 
that  CMS  evaluate  the  impact  of  changes 
in  its  drug  payment  policy  on  hospitals 
(categorized  by  type  and  size)  of  such  a 
reallocation  and  present  this  analysis  to 
the  APC  Panel  at  its  next  meeting.  In  the 
proposed  rule,  we  indicated  that  we 
accepted  this  recommendation  and 
would  present  this  analysis  to  the  APC 
Panel  at  its  next  meeting.  We  presented 
the  analysis  at  the  August  2010  APC 
Panel  meeting. 

The  APC  Panel  also  recommended  at 
its  February  2010  public  meeting  that 
CMS  continue  to  evaluate  the  impact  of 
CMS’  drugs  and  biologicals  overhead 
payment  policy  on  hospitals.  We 
accepted  this  recommendation  in  the 
proposed  rule.  We  note  that  our 
regulatory  impact  analysis  presented  in 
section  XXIII.  of  the  proposed  rule  and 
this  final  rule  with  comment  period 
include  some  of  the  analysis  requested 
in  these  last  two  recommendations. 

In  conclusion,  we  proposed  for'CY 
2011  to  continue  our  CY  2010 
redistribution  methodology  (74  FR 
60500  through  60512).  We  proposed  to 
redistribute  $150  million  from  the 
pharmacy  overhead  cost  of  coded 
packaged  drugs  and  biologicals  with  an 
A^P  and  to  redistribute  $50  million 
from  the  cost  of  uncoded  packaged 
drugs  and  biologicals,  for  a  total  of  $200 
million  from  cost  in  coded  and  uncoded 
packaged  drugs  to  separately  payable 
drugs.  We  proposed  to  redistribute 


pharmacy  overhead  cost  among  drugs 
and  biologicals,  thereby  maintaining  the 
estimated  total  cost  of  drugs  and 
biologicals  in  our  claims  data  (no 
redistribution  of  cost  would  occur  from 
other  services  to  drugs  and  biologicals 
or  vice  versa).  The  proposed 
methodology,  when  applied  using  April 

2010  ASPs,  data  for  claims  for  services 
furnished  during  CY  2009  and 
processed  through  the  common  working 
file  before  January  1,  2010,  and  tbe  most 
current  submitted  cost  reports  as  of 
January  1,  2010,  resulted  in  ASP+6 
percent.  We  further  proposed  to 
continue  to  include  the  claims  data  for 
340B  hospitals  in  the  calculation  of 
payment  for  drugs  and  biologicals  under 
the  CY  2011  OPPS  because  excluding 
data  from  hospitals  that  participate  in 
the  340B  program  from  our  ASP+X 
calculation,  but  paying  those  hospitals 
at  that  derived  payment  amount,  would 
effectively  redistribute  payment  to  drugs 
or  biologicals  from  payment  for  other 
services  under  the  OPPS,  and  we  do  not 
believe  this  redistribution  would  be 
appropriate  (74  FR  35332).  In  addition, 
we  proposed  that  hospitals  that 
participate  in  the  340B  program 
continue  to  be  paid  the  same  amounts 
for  separately  payable  drugs  and 
biologicals  as  hospitals  that  do  not 
participate  in  the  340B  program  for  CY 

2011  because  commenters  have 
generally  opposed  differential  payment 
for  hospitals  based  on  their  340B 
participation  status.  In  addition,  we 
proposed  to  include  claims  from  340B 
hospitals  in  our  assessment  of  average 
acquisition  cost  under  section 
1833(t)(14)(A)(iii)  of  the  Act.  We 
proposed  that  the  estimated  payments 
for  separately  payable  drugs  and 
biologicals  be  taken  into  account  in  the 
calculation  of  the  weight  scaler  that 
would  apply  to  the  relative  weights  for 
all  procedural  services  (but  would  not 
apply  to  separately  payable  drugs  and 
biologicals)  paid  under  the  OPPS,  as 
required  by  section  1833(t)(14)(H)  of  the 
Act. 

Comment:  Most  commenters 
supported  ASP+6  percent  as  the 
appropriate  amount  of  payment  to  be 
made  for  separately  paid  drugs  for  CY 
2011.  Many  of  those  commenters 
recommended  that  payment  for 
separately  payable  drugs  and  biologicals 
be  made  at  least  at  ASP+6  percent.  A 
few  commenters  expressed  concern  that 
CMS’  established  methodology  is 
arbitrary  in  nature,  in  part  because  CMS 
does  not  truly  know  the  amount  of 
overhead  to  move  for  the  proposed 
overhead  adjustment.  A  few 
commenters  generally  agreed  with  CMS’ 
proposal  to  redistribute  pharmacy 


Federal  Register/ Vol.  75,  No.  226 / Wednesday,  November  24,  2010 /Rules  and  Regulations  71957 


overhead  cost  from  packaged  drugs  and 
biologicals  to  separately  payable  drugs 
and  biologicals.  However,  several 
commenters  expressed  concern  that, 
under  this  methodology,  the  projected 
CY  2011  ASP+X  amount  of  ASP+6 
percent  may  decline  to  ASP+5  percent 
or  ASP+4  percent  in  the  final  rule  with 
comment  period.  The  commenters 
reasserted  their  belief  that  payment  at 
less  than  ASP+6  percent  is  insufficient 
for  payment  for  separately  payable 
drugs  and  biologicals. 

Several  commenters  supported  the 
payment  of  ASP+6  percent  for 
separately  paid  drugs  and  biologicals 
and  the  redistribution  methodology  on  a 
whole,  but  did  not  support  the  proposed 
redistribution  amount  of  $200  million 
from  packaged  drugs  and  biologicals 
($150  million  from  coded  packaged 
drugs  and  biologicals  and  $50  million 
from  uncoded  packaged  drugs  and 
biologicals).  A  majority  of  commenters 
recommended  that  CMS  increase  the 
amount  redistributed  from  coded  and 
uncoded  packaged  drugs  and  biologicals 
to  separately  payable  drugs  and 
biologicals.  A  few  of  these  commenters 
stated  that  a  larger  portion  of  the 
overhead  costs  should  be  reallocated 
from  packaged  uncoded  packaged  drugs 
and  biologicals  to  separately,  payable 
drugs  and  biologicals,  noting  that  coded 
and  uncoded  drugs  and  biologicals  have 
similar  overall  charge  mark-up  and, 
therefore,  warrant  a  similar 
redistribution  of  costs.  Several 
commenters  recommended  that  an  equal 
or  close  to  equal  amount  of  cost  should 
be  redistributed  from  packaged  coded 
and  uncoded  drug  and  biological  cost  to 
separately  payable  drugs  and 
biologicals.  A  few  commenters  also 
disagreed  with  the  results  of  CMS’  study 
on  uncoded  drugs,  stating  that 
pharmacy  overhead  and  services  applies 
to  all  drugs,  including  surgical  services, 
and  that  these  pharmacy  services  and 
overhead  costs  are  similar  to  those  costs 
associated  with  coded  packaged  drugs. 
One  commenter  recommended  that 
CMS  continue  to  monitor  and  reevaluate 
the  claims  data  in  the  upcoming  years 
to  determine  whether  a  larger  amount  of 
cost  should  be  redistributed  from 
packaged  drugs  and  biologicals  to 
separately  payable  drugs  and 
biologicals. 

The  APC  Panel,  at  its  August  2010 
meeting,  recommended  that  CMS  pay 
for  the  acquisition  and  pharmacy 
overhead  costs  of  all  separately  payable 
drugs  at  iio  less  than  ASP+6  percent  for 
CY  2011  (APC  Panel  Recommendation 
21). 

Response:  We  are  not  convinced  by 
the  commenters  that  we  should 
necessarily  pay  separately  paid  drugs 


and  biologicals  at  ASP+6  percent  or 
higher  for  CY  2011,  regardless  of 
whether  such  payment  amount  results 
from  the  methodology  we  proposed  to 
use  to  set  final  payment  Yates  for 
separately  paid  drugs  and  biologicals  for 
CY  2011  in  this  final  rule  with  public 
comment  period.  We  believe  that  to  pay 
for  separately  paid  drugs  and  biologicals 
at  ASP+6  percent  for  CY  2011  would 
redistribute  more  pharmacy  overhead 
than  we  believe  is  appropriate  because 
our  application  of  the  proposed 
methodology  results  in  ASP+5  percent 
for  this  final  rule  with  comment  period. 
Our  analysis  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60505  through  60512)  indicated  that  a 
redistribution  was  appropriate  to 
address  charge  compression.  In  our 
modeling  for  this  OPPS/ASC  final  rule 
with  comment  period,  the  redistribution 
amount  for  CY  2011  of  $150  million  in 
overhead  cost  from  coded  packaged 
drugs  and  $50  million  in'cost  from 
uncoded  packaged  drugs  that  we  are 
finalizing  for  the  CY  2011  OPPS, 
remains  within  the  parameters  of 
roughly  one-third  to  one-half  of 
overhead  cost  in  coded  packaged  drugs 
and  about  8  percent  of  drug  cost  in 
uncoded  packaged  drugs  that  we 
finalized  for  CY  2010,  and,  therefore,  we 
believe  that  redistribution  of  these 
amounts  remains  appropriate.  Also,  we 
were  clear  in  the  CY  2011  OPPS/ASC 
proposed  rule  that  we  were  proposing  to 
continue  the  CY  2010  pharmacy 
overhead  adjustment  methodology  and 
that  the  projected  result  of  ASP+6 
percent  was  coincidental  (75  FR  46276). 

In  addition,  we  disagree  that  payment 
at  less  than  ASP+6  percent  would  be 
insufficient  to  adequately  pay  for  the 
costs  of  separately  paid  drugs  and 
biologicals  because  our  review  of  claims 
and  cost  report  data  provides  no 
evidence  that  supports  that  payment  at 
less  than  ASP+6  percent  is  insufficient 
to  pay  adequately  for  the  costs  of 
separately  paid  drugs  and  biologicals. 

To  the  contrary,  the  utilization  of  drugs 
and  biologicals  continues  to  increase.  In 
addition,  we  note  that  payment  for 
pharmacy  overhead  is  not  only  paid 
through  payment  for  specifically 
identified  drugs  and  biologicals,  but 
pharmacy  overhead  payment  also  is 
packaged  into  payment  for  the 
procedure  in  which  the  cost  of  packaged 
drugs  and  biologicals  is  included.  When 
a  separately  paid  drug  or  biological  is 
furnished  during  a  procedure,  pharmacy 
overhead  is  being  paid  both  through  the 
ASP+5  percent  payment  for  the 
separately  paid  drug  and  biological  and, 
to  some  extent,  in  the  payment  for  the 
procedure,  because  the  APC  payment 


for  any  procedure  includes  the  cost  of 
packaged  drugs  and  the  overhead  cost 
associated  with  those  packaged  drugs 
and  biologicals.  ' 

Although  sevdral  commenters,  and 
the  APC  Panel  at  its  February  2010 
panel  meeting,  recommended  that  CMS 
reallocate  a  larger  portion  of  the 
pharmacy  overhead  costs  from  packaged 
drugs  to  separately  payable  drugs  for  CY 
2011  under  the  overhead  adjustment 
methodology,  and  others  have  argued 
that  we  should  redistribute  an  equal  or 
nearly  equal  amount  of  cost  from  both 
packaged  drugs  and  biologicals  with 
HCPCS  codes  and  packaged  drugs  and 
biplogicals  without  HCPCS  codes,  for 
the  reasons  set  forth  below  and 
consistent  with  our  rationale  outlined  in 
the  CY  2010  OPPS/ASC  final  rule  with 
public  comment  period  (74  FR  60501 
through  60512),  we  do  not  believe  that 
we  should  redistribute  a  higher  portion 
of  drug  cost  from  coded  packaged  drugs 
and  biologicals,  nor  can  we  assume  that 
uncoded  packaged  drugs  and  biologicals 
have  the  same  or  higher  pharmacy 
overhead  costs  as  coded  packaged  drugs 
and  biologicals  and,  therefore,  we  do 
not  believe  that  we  can  treat  them 
comparably  for  purposes  of  estimating 
overhead.  With  regard  to  redistributing 
more  from  uncoded  packaged  drugs  and 
biologicals,  first,  as  indicated  in  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46277  through  46278),  conversations 
with  stakeholders  and  hospitals  over  the 
past  year  suggest  that  hospitals  do  not 
always  report  HCPCS  codes  for  drugs  for 
a  variety  of  reasons.  A  key  premise  of 
the  pharmacy  overhead  adjustment 
redistribution  methodology  is  our 
assessment  of  the  amount  of  drug  cost 
in  the  claims  data  above  aggregate  ASP 
available  as  “overhead”  for 
redistribution.  Knowing  the  specific 
HCPCS  codes  for  packaged  drugs  and 
their  associated  ASP  allows  us  to  assess 
the  difference  between  the  aggregate 
ASP  and  claim  cost  for  packaged  drugs 
and  to  assess  the  intensity  of  pharmacy 
overhead  associated  with  these  drugs. 
The  inability  to  know  which  drugs  are 
captured  by  uncoded  drug  charges  on  a 
claim  is  challenging  because  we  cannot 
know  the  hospitals’  charges  for  the  drug, 
which  include  overhead  costs,  or  what 
the  overhead  complexity  may  be. 
Therefore  we  cannot  be  certain  that  the 
amount  of  uncoded  pharmacy  overhead 
costs  is  as  high  as  the  public  has 
suggested  or  that  hospitals  mark  up 
these  uncoded  drugs  and  biologicals  in 
the  same  way  as'  packaged  drugs  and 
biologicals  with  HCPCS  codes.  Second, 
we  continue  to  believe  that  the 
information  presented  by  presenters  at 
the  February  2010  APC  Panel  meeting  is 
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insufficient  to  enable  us  to  isolate  the 
portion  of  the  uncoded  packaged  drug 
and  biological  cost  that  is  pharmacy 
overhead  cost.  In  order  to  isolate  the 
portion  of  uncoded  packaged  drug  and 
biological  cost  that  is  pharmacy 
overhead  cost,  we  believe  that  we  would 
need  more  drug  specific  information 
reported  to  us  by  hospitals,  either 
through  more  reporting  of  packaged 
drugs  on  claims  or  through  more 
granular  cost  centers  on  the  cost  report. 
As  indicated  in  the  CY  2011  OPPS/ASC 
proposed  rule  we  also  evaluated  claims 
data  in  an  effort  to  assess  how  much 
uncoded  packaged  drugs  resemble 
coded  packaged  drugs  (75  FR  46278). 

We  found  that  most  uncoded  packaged 
drug  costs  appear  with  surgical  services 
and  that  most  coded  packaged  drug 
costs  appear  with  medical  services.  In 
light  of  this  information,  we  are  not 
confident  that  the  drugs  captured  by 
uncoded  drug  costs  are  the  same  drugs 
captured  by  the  coded  packaged  drug 
cost.  Therefore  we  do  not  agree  that  we 
can  assume  that  they  are  the  same 
drugs,  with  comparable  overhead  and 
handling  costs.  Without  being  able  to 
calculate  an  ASP  for  these  drugs  and 
without  being  able  to  gauge  the 
magnitude  of  the  overhead  complexity 
associated  with  these  drugs,  we  do  not 
believe  we  should  assume  the  same  or 
a  greater  proportional  overhead  is 
appropriate  for  redistribution.  Third,  we 
also  do  not  believe  the  eommenter’s 
assertions  that  pharmacy  services  and 
overhead  costs  for  all  uncoded  packaged 
drugs  are  similar  to  the  costs  associated 
with  coded  packaged  drugs  and  are  a 
sufficient  basis  for  redistributing  equal 
or  close  to  equal  amounts  of  dollars 
from  uncoded  packaged  drugs  as  from 
coded  packaged  drugs  to  separately  paid 
drugs  under  this  overhead  adjustment 
policy.  As  we  have  stated  elsewhere,  we 
remain  committed  to  using  hospital  data 
as  reported  to  us  by  hospitals  to  set 
OPPS  payment  rates.  Therefore,  w'e 
continue  to  believe  that  it  would  be 
inappropriate  to  assume  that  the  costs 
reported  under  uncoded  pharmacy 
revenue  code  lines  are  for  the  same 
drugs  and  biologicals  with  the  same 
ASPs,  as  the  costs  of  packaged  drugs 
and  biologicals  reported  with  HCPCS 
codes.  Therefore,  for  the  reasons  set 
forth  above,  we  continue  to  believe  that 
we  should  not  make  broad  assumptions 
that  the  same  overall  charge  markup 
exists  for  both  coded  and  uncoded 
packaged  drugs  or  that  we  should 
redistribute  a  similar  or  greater  amount 
of  cost  from  both  coded  and  uncoded 
packaged  cost  to  separately  payable 
drugs  and  biologicals. 


We  also  do  not  agree  that  our 
pharmacy  overhead  adjustment 
methodology  is  arbitrary.  The  basis  for 
the  proposed  and  final  pharmacy 
overhead  adjustment  methodology  is  the 
same  as  our  CY  2010  final  policy.  The 
CY  2010  policy  for  redistributing  $150 
million  from  coded  packaged  drugs  and 
biologicals  to  separately  payable  drugs 
and  biologicals  was  based  on  our 
assessments  using  both  industry  and 
MedPAC  data  (74  FR  60505  through 
60507).  We  believed  and  continue  to 
believe  that  between  approximately  one- 
third  and  one-half  of  the  overhead  cost 
in  coded  packaged  drugs  could  be 
attributable  to  charge  compression  due 
to  our  cost  estimation  methodology  and 
our  choice  of  a  packaging  threshold.  We 
continue  to  believe  that  an  amount  of 
packaged  drug  cost  attributable  to 
charge  compression  cannot  be  precisely 
known,  but  we  do  not  believe  we  should 
distribute  more  than  $150  million  from 
coded  packaged  drugs.  The  proposed 
and  final  CY  2011  policy  of 
redistributing  $150  million  from  coded 
packaged  drugs  and  biologicals  to 
separately  payable  drugs  and  biologicals 
roughly  approximates  one-third  to  one- 
half  of  overhead  cost  in  the  coded 
packaged  drugs  with  updated  ASP  data, 
and  the  CY  2009  claims  and  most 
current  cost  report  data  used  in  this 
final  rule  with  comment  period. 

The  proposed  and  final  CY  2011 
policy  of  redistributing  $50  million  of 
the  total  cost  of  uncoded  packaged 
drugs  and  biologicals  to  separately 
payable  drugs  and  biologicals  falls  in 
the  approximate  8  percent  range  of  total 
uncoded  drug  and  biological  cost  using 
the  CY  2009  claims  and  most  currently 
available  cost  report  data  used  in  this 
final  rule  with  comment  period.  As 
indicated  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period,  this  is 
a  conservative  estimate,  as  compared  to 
the  case  of  coded  packaged  drugs  and 
biologicals  with  an  ASP  and  for  which 
we  have  a  specific  pharmacy  overhead 
cost  estimate  in  relationship  to  their 
known  ASPs.  As  explained  previously 
in  this  response  we  remain  unwilling  to 
make  sweeping  assumptions  that 
uncoded  packaged  drug  and  biological 
cost  included  a  pharmacy  overhead 
amount  comparable  to  those  of  coded 
packaged  drugs  and  biologicals  with  an 
ASP.  We  continue  to  be  confident  that 
this  conservative  estimate  of  $50  million 
for  redistribution  from  the  cost  of 
uncoded  packaged  drugs  and  biologicals 
to  separately  payable  drugs  and 
biologicals  is  an  appropriate  amount  in 
light  of  our  uncertainty  about  the 
relationship  between  ASP  and 
pharmacy  overhead  costs  for  the 


uncoded  drugs  and  biologicals.  We  also 
do  not  believe  this  policy  is  arbitrary 
because  we  finalized  our  CY  2010 
policy  for  an  oyerhead  adjustment 
methodology  in  response  to  public 
commenter  consensus  that  this 
approach  was  an  appropriate  avenue  for 
addressing  charge  compression  in  the 
drug  and  biological  payment  rates  for 
separately  paid  drugs.  We  believe  that 
the  consensus  among  commenters  on  a 
redistribution  methodology  is  further 
evidence  that  the  policy  adopted  last 
year  and  which  we  are  continuing  for 
CY  2011  has  a  rational  basis  and  is  not 
arbitrary. 

After  careful  consideration  of  the 
comments  and  reassessment  of  the  most 
current  claims  data,  cost  report  data  and 
ASP  data,  for  the  reasons  discussed 
above,  we  are  finalizing  our  proposal  to 
continue  the  CY  2010  pharmacy 
overhead  adjustment  methodology  as  set 
forth  at  74  FR  60500  through  60512.  We 
are  redistributing  $150  million  from  the 
pharniacy  overhead  cost  of  coded 
packaged  drugs  and  biologicals  with  an 
ASP  and  redistributing  $50  million  from 
the  cost  of  uncoded  packaged  drugs  and 
biologicals,  for  a  total  redistribution  of 
$200  million  from  costs  for  coded  and 
uncoded  packaged  drugs  to  separately 
payable  drugs,  with  the  result  that  we 
will  pay  separately  paid  drugs  and 
biologicals  at  ASP-i-5  percent  for  CY 
2011.  For  the  reasons  stated  above,  we 
also  are  not  accepting  the  APC  Panel’s 
recommendation  to  pay  for  acquisition 
and  pharmacy  overhead  costs  of  all 
separately  pa3?able  drugs  at  no  less  than 
average  sales  price  plus  6  percent  for  CY 
2011. 

After  applying  our  longstanding 
methodology  for  calculating  the  total 
cost  of  separately  payable  drugs  and 
biologicals  in  the  claims  on  which  the 
CY  2011  final  rule  payment  rates  are 
based,  compared  to  the  ASP  dollars  for 
the  same  drugs  and  biologicals  and 
without  applying  the  proposed 
overhead  cost  redistribution  using 
updated  claims,  cost  report,  and  ASP 
data,  we  determined  that  the  estimated 
aggregate  cost  of  separately  payable 
drugs  and  biologicals  (status  indicators 
“K”  and  “’G”),  including  acquisition  and 
pharmacy  overhead  costs,  is  equivalent 
to  ASP-1  percent  (compared  to  ASP+O 
percent  in  the  proposed  rule).  Therefore, 
under  our  standard  drug  payment 
methodology,  if  we  did  not  adopt  our 
proposed  redistribution  of  $200  million, 
we  would  pay  for  separately  payable 
drugs  and  biologicals  at  ASP-1  percent 
for  CY  2011,  their  equivalent  average 
ASP-based  payment  rate.  During  our 
assessment  of  the  final  rule  data,  we 
also  determined  that  the  estimated 
aggregate  cost  of  coded  packaged  drugs 
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and  biologicals  with  an  ASP  (status 
indicator  “N”)  including  acquisition  and 
pharmacy  overhead  costs,  is  equivalent 
to  ASP+296  (compared  to  ASP+283  in 
the  proposed  rule).  We  found  that  the 


estimated  aggregate  cost  for  all  coded 
drugs  and  hiologicals  (status  indicators 
“N,”  “K,”  and  “G”),  including  acquisition 
and  pharmacy  overhead  costs,  is 
equivalent  to  ASP+13  percent 


(compared  to  ASP+14  in  the  proposed 
rule).  These  values  are  shown  in  Table 
32  below. 


Table  32— CY  2011  Proposed  and  Final  ASP+X  Values  for  all  Coded  Drugs  and  Biologicals  With  an  ASP, 
Coded  Packaged  Drugs  and  Biologicals  With  an  ASP,  and  Separately  Payable  Drugs  and  Biologicals 
Under  the  Standard  Methodology 


' 

ASP+X  for  all  coded 
drugs  and  biologicals 
with  an  ASP 

ASP+X  for  coded  j 
packaged  drugs  and 
biologicals  with  an 
ASP 

ASP+X  for  separately 
payable  drugs  and 
biologicals 

CY  201 1  Proposed  Rule  ‘ . 

CY  2011  Final  Rule“ . . . 

ASP+14 

1  ASP+13 

ASP+283 

ASP+296 

ASP+0 

ASP-1 

‘Based  on  CY  2011  proposed  rule  claims  data  and  April  2010  ASPs. 
“Based  on  CY  2011  final  rule  claims  data  and  July  2010  ASPs. 


We  continue  to  believe  that  the 
combined  payment  for  average 
acquisition  and  pharmacy  overhead 
costs  uhder  our  standard  methodology 
may  understate  the  cost,  of  separately 
payable  drugs  and  biologicals  and 
related  pharmacy  overhead  for  those 
drugs  and  biologicals.  Specifically, 
payment  at  ASP-1  percent  for  such 
costs  may  not  be  sufficient  to 
compensate  hospitals  for  payment  for 


both  the  acquisition  cost  of  separately 
paid  drugs  and  biologicals  and  for  the 
associated  pharmacy  overhead. 

In  finalizing  our  proposed  overhead 
adjustment  methodology  for  CY  2011, 
we  observed  that,  using  updated  2009 
fclaims  data  and  ASPs  from  July  2010, 
the  overhead  cost  for  coded  packaged 
drugs  and  biologicals  is  $457  million 
($612  million  in  total  cost  for  coded 
packaged  drugs  and  biologicals  with  a 


reported  ASP  less  $155  million  in  total 
ASP  dollars  as  a  proxy  for  acquisition 
cost  for  coded  packaged  drugs  and 
biological  with  a  reported  ASP).  Table 
33  below  displays  our  final  findings 
with  regard  to  the  percentage  of  ASP  in 
comparison  to  the  cost  for  packaged 
coded  drugs  and  for  separately  payable 
coded  drugs  before  application  of  the 
overhead  adjustment  methodology. 


Table  33 — CY  201 1  Final  Rule  Data:  ASP+X  Calculation  Under  Standard  Methodology 


Total  ASP  dollars  for  drugs  i 
and  biologicals  in  claims 
data  (in  millions)‘ 

Total  cost  of  j 
drugs  and  I 

biologicals 
in  claims  data 
(in  millions)“ 

- f 

Ratio  of  cost  to 
ASP  (column  C/ 
column  B) 

1 

ASP+X  percent 

Uncoded  packaged  pharmacy  revenue  code  costs  ..t . 

Unknown  . 

$652 

NA 

NA 

Coded  Packaged  Drugs  and  Biologicals  with  a  rPported 
ASP. 

$155  . 

612 

3.96 

ASP+296 

Separately  Payable  Drugs  and  Biologicals  with  a  re¬ 
ported  ASP. 

3,334  . 

3,316 

0.99 

ASP-1 

All  Coded  Drugs  and  Biologicals  with  a  reported  ASP  ... 

3,489  . 

3,927 

1.13 

j  ASP+13 

‘Total  July  2010  ASP  dollars  (ASP  multiplied  by  drug  or  biological  units  in  CY  2009  claims)  for  drugs  and  biologicals  with  a  HCPCS  code  and 
ASP  information. 

“Total  cost  in  the  CY  2009  claims  data  for  drugs  and  biologicals. 


When  we  redistribute  $200  million  in 
overhead  cost  from  packaged  coded  and 
uncoded  drugs  and  biologicals  to 
separately  payable  drugs  and 
biologicals,  while  keeping  the  total  cost 
of  drugs  in  the  claims  data  constant,  the 
resulting  final  ASP+X  payment  rate  for 
CY  2011  for  separately  payable  drugs 
and  biologicals  is  ASP+5  percent.  In 
order  to  redistribute  the  $150  million  in 
pharmacy  overhead  from  packaged  costs 


of  drugs  and  biologicals  for  which  a 
HCPCS  code  was  reported,  we  reduced 
the  costs  attributable  to  these  items  and 
services  .by  multiplying  the  costs 
derived  from  the  revenue  center  charges 
for  packaged  HCPCs  codes  by  0.75  (a  25- 
percent  reduction).  To  redistribute  the 
$50  million  in  total  cost  from  packaged 
costs  of  drugs  and  biologicals  for  which 
no  HCPCS  code  was  reported,  we 
reduced  the  costs  attributable  to  these 


items  and  services  by  multiplying  the 
costs  derived  from  revenue  center 
charges  for  pharmacy  by  0.92  (an  8- 
percent  reduction).  We  note  that  this  is 
consistent  with  our  CY  2011  proposal 
and  our  CY  2010  final  rule  policy.  Table 
34  below  displays  our  final  findings 
after  the  overhead  adjustment 
methodology  is  applied. 
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Table  34— CY  201 1  Pharmacy  Overhead  Adjustment  Payment  Methodology:  ASP+X  Calculation 


Total  ASP  dollars  for  drugs 
and  biologicals  in  claims 
data  (in  millions)* 

Total  cost  of 
drugs  and 
biologicals  in 
claims  data  after 
adjustment 
(in  millions)** 

Ratio  of  cost  to 
ASP  (column  C/ 
column  B) 

ASP+X  percent 

Uncoded  packaged  pharmacy  revenue  code  costs . 

Unknown  . 

$602 

NA 

NA 

Coded  Packaged  Drugs  and  Biologicals  with  a  reported 

$155  . 

462 

2.98 

ASP+198 

ASP. 

Separately  Payable  Drugs  and  Biologicals  with  a  re- 

3,334  . 

3,516 

1.05 

ASP-(-5 

ported  ASP. 

All  Coded  Drugs  and  Biologicals  with  a  reported  ASP  ... 

3,489  . . . 

3,927 

1.13 

ASP+13 

‘Total  July  2010  ASP  dollars  (ASP  multiplied  by  drug  or  biological  units  in  CY  2009  claims)  for  drugs  and  biologicals  with  a  HCPCS  code  and 
ASP  information. 

“Total  cost  in  the  CY  2009  claims  data  for  drugs  and  biologicals. 


In  summary,  therefore,  for  the  reasons 
set  forth  above,  we  are  finalizing  our 
proposal  to  continue  our  CY  2010 
pharrhacy  overhead  redistribution 
methodology.  For  CY  2011,  we  are 
redistributing  $1.j0  million  in  overhead 
costs  from  coded  packaged  drugs  and 
S50  million  in  ove*rhead  costs  from 
uncoded  packaged  drugs  to  result  in 
$200  million  in  costs  redistributed  from 
packaged  coded  and  uncoded  drugs  to 
separately  payable  drugs  for  CY  2011. 
The  redistribution  amount  of  $150 
million  in  overhead  cost  from  coded 
packaged  drugs  and  $50  million  in  cost 
from  uncoded  packaged  drugs  are 
within  the  redistribution  parameters 
established  in  our  CY  2010  final  rule 
with  comment  period  of  roughly  one- 
third  to  one-half  of  overhead  cost  in 
coded  packaged  drugs  and  biologicals 
and  approximately  8  percent  of  drug 
cost  in  uncoded  packaged  drugs  and 
biologicals. 

Adoption  of  this  redistribution 
methodology  results  in  payment  for 
separately  paid  drugs  and  biologicals  at 
ASP+5  percent  for  CY  2011. 

Comment:  Some  commenters  sfated 
that  section  1833  (t)(14)(A)  of  the  Act 
requires  CMS  to  pay  for  separately 
payable  drugs  at  a  rate  that  is  equal  to 
the  average  acquisition  cost  for  the  drug 
for  a  year,  as  determined  by  the  GAO  or 
CMS  surveys  of  hospital  acquisition 
cost.  The  commenters  stated  that  the 
most  recent  survey  available  is 
outdated,  as  it  was  performed  in  CY 
2004  by  the  GAO.  In  absence  of  hospital 
acquisition  cost  data,  the  commenters 
urged  CMS  to  pay  for  separately  payable 
drugs  at  ASP+6  percent  or  the  rate 
applicable  in  the  physician’s  office 
setting.  The  commenters  stated  that 
CMS  has  the  authority  to  pay  for 
separately  payable  drugs  at  ASP-i-6 
percent  under  the  statute.  Many  of  these 
commenters  suggested  that  CMS 
discontinue  the  use  of  the  standard 
methodology  altogether  and  use  the 


default  payment  rate  of  ASP+6  percent, 
as  is  given  by  Congress  in  statute. 

Response:  While  the  commenters  are 
correct  that  the  statute  provides  for  the 
use  of  the  methodology  described  in 
section  1842(o),  section  1847A,  or 
section  1847B  of  the  Act,  as  the  case 
may  be,  as  calculated  and  adjusted  by 
the  Secretary  as  necessary,- payment 
under  these  provisions  for  a  SCOD  is 
required  only  when  the  average  hospital 
acquisition  cost  for  the  drug  for  that 
year  (which  at  the  option  of  the 
Secretary  may  vary  by  hospital  group  (as 
defined  by  the  Secretary  based  on  the 
volume  of  covered  OPD  services  or 
other  relevant  characteristics)),  as 
determined  by  the  Secretary  taking  into 
account  the  hospital  acquisition  cost 
survey  data  under  subparagraph  (D),  are 
unavailable.  We  continue  to  believe  that 
we  have  established  both  our  hospital 
claims  data  and  ASP  data  as  an 
appropriate  proxy  for  average  hospital 
acquisition  cost,  taking  the  GAO  survey 
information  into  account  for  the  base 
year  (70  FR  68641).  Many  of  the  drugs 
and  biologicals  covered  under  the  OPPS 
are  provided  a  majority  of  the  time  in  , 
the  hospital  setting,  and  wo  believe  that 
the  ASP  information  we  collect  is  an 
adequate  proxy  for  hospital  acquisition 
cost.  Further,  the  commenters  have  not 
disputed  the  accuracy  of  the  total  drug 
and  biological  cost  estimated  in  our 
claims  data,  only  the  estimated  cost  of 
separately  payable  drugs  and 
biologicals.  As  we  stated  in  the  CY  2006 
OPPS  final  rule,  we  intend  for  the 
quarterly  updates  of  the  ASP  based 
payment  rates  for  separately  paid  drugs 
and  biologicals  to  function  as  the 
surveys  of  hospital  acquisition  costs  that 
are  required  by  section  1833(t)(14)(D)(ii) 
(70  FR  68641).  We  continue  to  believe 
that  average  sales  prices  lor  separately 
paid  drugs  and  biologicals  represent  a 
generalb'  appropriate  source  of  hospital 
average  acquisition  cost  for  drugs  and 
biologicals.  Not  only  are  the  prices  paid 


by  hospitals  (which  purchase  large 
quantities  of  drugs  and  biologicals,  often 
through  group  purchasers)  included  in 
the  ASP  but  also  the  prices  paid  by 
physician  groups  that  furnish  much 
smaller  quantities  of  these  drugs  and 
biologicals  are  included.  In  addition  the 
prices  paid  by  hospitals  that  participate 
in  the  340B  discount  program  are  not 
included  in  the  ASP  and  thus  the  cost 
savings  to  these  hospitals  is  not 
reflected  in  the  ASP.  For  this  reason,  we 
believe  that  the  ASP  is  a  generous  proxy 
for  hospitals’  average  acquisition  cost 
for  separately  paid  drugs  and 
biologicals.  Therefore,  we  disagree  that 
we  are  not  complying  with  the  statute 
by  not  performing  a  survey  and  not 
paying  at  the  physician’s  office  rate.  For 
the  reasons  explained  above,  we  do  not 
believe  that  it  is  appropriate  at  this  time 
to  provide  payment  at  an  amount  other 
than  average  acquisition  cost,  with  a 
redistribution  for  pharmacy  overhead, 
based  on  the  drug  and  biological  costs 
observed  in  hospital  claims  data  and 
pricing  information  observed  in  ASP 
data. 

Comment:  One  commenter  stated  that 
the  statute  requires  that  CMS  make 
payment  for  SCODs  at  ASP+6  percent, 
citing  that  cost  data  derived  from  claims 
data  cannot  accurately  be  said  to  equal 
average  acquisition  cost.  The 
commenter  noted  that  CMS’ 
methodology  in  using  claims  data 
reduced  by  OCRs  to  derive  proxies  for 
hospital  costs  is  a  methodology 
dependent  on  assumptions  about  the 
relationship  between  charges  and  costs 
and,  therefore,  does  not  typify  actual 
hospital  costs  for  drugs  and  biologicals. 
These  cost  data,  the  commenter  argued, 
therefore  cannot  equal'average 
acquisition  cost  for  drugs  and 
hiologigals. 

Response:  As  we  discuss  in  the 
response  to  the  previous  comment,  we 
believe  that  ASP  is  an  appropriate  proxy 
for  the  acquisition  cost  of  drugs.  We  use 
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hospital  charges  and  cost  report  data  to 
estimate  the  total  cost  of  drugs  and 
biologicals,  including  both  pharmacy 
overhead  costs  and  the  acquisition  cost 
of  drugs  and  biologicals.  We  believe  that 
our  claims  data  and  cost  report  data 
provide  the  best  estimate  of  the  national 
aggregate  total  cost  of  drugs  and 
biologicals.  We  do  not  believe  that  this 
methodology  for  estimating  the  total 
cost  of  drugs  and  biologicals,  including 
pharmacy  overhead  cost,  is  based  on 
assumptions  about  costs  and  charges, 
but  the  actual  relationship  between 
costs  and  charges  for  the  same  hospital 
fpr  the  same  services.  We  estimate  costs 
from  charges  submitted  on  claims  for 
payment,  using  cost  and  charge 
information  from  cost  report  data  that 
are  certified  to  be  correct  by  the 
hospital.  We  note  that  we  view  the  ASP 
data,  not  the  cost  data,  to  be  the  best 
proxy  for  hospital  acquisition  cost  for 
drugs  and  biologicals,  without 
pharmacy  overhead  costs,  while  the  cost 
of  drugs  and  biologicals  that  we 
estimate  from  claims  and  cost  report 
data  is  the  only  source  of  the  total  cost 
of  drugs  and  biologicals,  that  includes 
both  pharmacy  overhead  and 
acquisition  cost. 

Comment:  MedPAC  remained 
concerned  about  our  policy  of  setting 
payment  rates  for  drugs  and  biologicals 
as  a  percentage  of  ASP  because  they 
stated  that  pharmacy  overhead,  as  a 
percentage  of  total  costs,  vary  widely 
across  individual  drugs.  MedPAC 
previously  had  recommended  that  CMS 
collect  data  on  hospital’s  pharrnacy 
overhead  costs  separately  from  drug 
acquisition  costs  and  that  these  data 
could  be  used  to  create  separate 
payment  to  hospitals  for  pharmacy 
overhead  and  drug  acquisition  costs. 

Response:  While  we  acknowledge  that 
pharmacy  overhead  varies  by  the  drug 
to  which  it  applies,  we  believe  that  as 
long  as  payment  is  distributed  among 
hospitals  in  a  manner  that,  on -average, 
reflects  relative  costs  of  drugs  and 
biologicals  they  furnish,  including 
pharmacy  overhead,  the  goals  of  the 
OPPS  are  met  as  it  is  a  system  of 
averages.  With  regard  to  the  comment 
that  CMS  should  collect  data  on 
hospitals’  pharmacy  overhead  costs 
separately  from  drug  acquisition  costs 
and  that  these  data  could  be  used  to 
create  separate  payment  to  hospitals  for 
pharmacy  overhead  and  drug 
acquisition  costs,  as  we  discuss  in  detail 
above,  we  proposed  to  create  HCPCS 
codes  for  pharmacy  overhead  services 
so  that  hospitals  could  charge  for  these 
services  and  provide  us  a  basis  for 
making  separate  payments  for  pharmacy 
overhead.  However,  hospitals  strongly 
objected  and  provided  convincing 


arguments  that  to  do  so  would  impose 
an  enormous  burden  on  them  and  on 
other  payers  that  would  not  provide  an 
offsetting  benefit.  We  believe  that 
hospitals  would  find  any  option 
requiring  them  to  identify  the  cost 
associated  with  the  overhead 
component  of  a  drug  or  biological  or  a 
class  of  drugs  or  biologicals  burdensome 
and  imprecise. 

Comment:  Several  commenters  cited 
methodological  concerns  about  the 
approach  CMS  used  to  calculate  the 
proposed  equivalent  average  ASP-based 
payment  amount  for  separately  payable 
drugs  and  biologicals.  Specifically, 
several  commenters  poted  that,  for  the 
proposed  rule,  CMS  used  ASP  data  from 
the  fourth  quarter  of  CY  2009,  which  is 
the  basis  for  calculating  payment  rates 
for  drugs  and  biologicals  in  the 
physician’s  office  setting  using  the  ASP 
methodology  effective  April  1,  2009, 
along  with  hospital  claims  data  from  CY 
2009  to  determine  the  relative  ASP 
amount  for  CY  2011  under  CMS’ 
proposed  payment  methodology.  The 
commenters  requested  that  CMS  use  an 
alternative  ASP  file  for  the  final  rule 
calculation  of  ASP-i-X  to  better  align 
ASP  data  with  hospital  claims  and  cost 
report  data.  The  commenters  stated  that 
the  CMS  methodology,  which  they 
stated  uses  fourth  quarter  CY  2009  ASP 
data  as  a  proxy  for  drug  acquisition 
costs,  provides  ASPs  that  are  well  after 
the  time  hospitals  would  have 
purchased  most  of  their  drugs  for 
administration  in  CY  2009.  As  an 
alternative,  the  commenters  requested 
that  CMS  use  an  earlier  ASP  file  that  is 
more  representative  of  the  costs  to 
hospitals  when  they  purchase  drugs  for 
the  claims  year.  Specifically,  some 
commenters  requested  that  CMS  use  the 
July  1,  2009  ASP  file  that  represents 
sales  from  the  first  quarter  of  CY  2009 
when  comparing  CY  2009  hospital 
claims  data  to  ASP  data  to  determine  an 
ASP-f-X  amount.  One  commenter 
requested  that  CMS  clarify  a  .statement 
made  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR 
60516)  that  CMS  would  need  to  offset 
any  increases  in  the  relative  ASP 
amount  resulting  fropr  the  use  of  a 
different  ASP  file  with  a  deflation 
adjustment  for  each  hospital’s  CCRs  for 
cost  center  5600  “Drugs  Charges  to 
Patients”  in  order  to  simulate  costs  from 
claim  charges  in  the  claim  year. 

One  commenter  suggested  that  CMS’ 
standard  methodology  was 
inappropriate  because  it  utilizes 
estimated  costs  from  claims  data  that 
was  part  of  the  drug  ratesetting 
methodology  that  the  MMA  (Pub.  L. 
108-173)  replaced  with  the  requirement 
for  payment  for  SCODs  at  average 


acquisition  cost.  Another  commenter 
suggested  that  CMS’  estimated  cost  from 
claims  was  not  reliable  and  that  CMS 
discontinue  using  the  standard 
methodology  and  substitute  the  ASPs 
for  these  drugs  as  the  starting  point  for 
the  overhead  adjustment  methodology. 
One  commenter  indicated  that  it  would 
expect  a  fixed  redistribution  amount  to 
increase  each  year,  similar  to  CMS’ 
inflation  of  the  packaging  threshold 
each  year  to  reflect  increases  in  the 
price  of  drugs  and  biologicals. 

Response:  For  our  calculation  of  the 
per  day  costs  for  drugs  and  biologicals 
in  this  CY  2011  OPPS/ASC  final  rule 
with  comment  period,  we  use  the  ASP 
data  from  the  first  quarter  of  CY  2010 
(which  is  used  to  calculate  payment 
rates  for  drugs  and  biologicals  in  the 
physician’s  office  setting  for  services 
furnished  on  and  after  July  1,  2010)  and 
with  updated  hospital  claims  data  (that 
is,  claims  for  services  furnished  during 
CY  2009  which  were  processed  through 
the  Common  Working  File  on  or  before 
July  1,  2010).  Payment  rates  for  HCPCS 
codes  for  separately  payable  drugs  and 
biologicals  included  in  Addenda  A  and 
B  to  this  filial  rule  with  comment  period 
are  based  on  ASP  data  from  the  second 
quarter  of  CY  2010  (which  is  used  to 
calculate  payment  rates  for  drugs  and 
biologicals  in  the  physician’s  office 
setting  for  services  furnished  on  and 
after  October  1,  2010). 

Since  implementing  tbe  ASP+X 
methodology  in  CY  2006,  we  have  used 
the  most  recently  available  data  to 
establish  our  relative  ASP  payment  rate 
for  the  upcoming  year,  consistent  with 
our  overall  policy  of  updating  the  OPPS 
using  the  most  recent  claims  and  cost 
report  data.  For  this  CY  2011  OPPS/ASC 
final  rule  with  comment  period,  this 
results  in  using  July  2010  ASP  payment 
rates  (based  on  first  quarter  CY  2010 
sales),  CY  2009  hospital  claims  data, 
and  the  most  recently  available  hospital 
cost  reports.  For  this  final  rule  with 
comment  period,  the  majority  of  cost 
reports  are  from  CY  2008,  with  good 
representation  from  CY  2009  and  some 
cost  report  periods  from  as  early.as  CY 
2004.  As  we  have  noted  in  previous 
years,  the  relative  ASP+X  amount  is 
iikely  to  change  from  the  proposed  rule 
to  the  final  rule  as  a  result  of  updated 
ASP  data,  hospital  claims  data,  and 
updated  hospital  cost  reports.  We  do  not 
have  evidence  that  we  are  introducing 
significant  errors  into  our  ASP+X 
percent  calculation  by  not  aligning  all 
pricing  and  cost  data  to  a  single  period 
of  time.  However,  as  we  stated  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60516),  we 
believe  that  if  we  were  to  use  an  ASP 
file  from  CY  2009,  which  the 
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commenters  claimed  would  more 
accurately  represent  hospital  costs 
associated  with  procuring  drugs  and 
biologicals  for  that  claims  year,  we 
would  need  to  offset  any  increases  in 
the  relative  ASP  amount  resulting  from 
the  use  of  a  different  ASP  file  with  a 
deflation  adjustment  for  each  hospital’s 
CCR  for  cost  center  5600  “Drugs  Charged 
to  Patient”  in  order  to  simulate  costs 
from  claim  charges  in  the  claims  year. 

As  discussed  in  section  II. A.  l.c.  of  this 
final  rule  with  comment  period,  w'e 
calculated  the  APC  median  costs  on 
which  the  final  CY  2011  APC  payment 
rates  are  based  by  applying  hospital- 
specific  ov'erall  ancillary  CCRs  and 
hospital-specific  departmental  CCRs  for 
each  hospital  for  which  we  had  CY  2009 
claims  data  to  charges  on  claims  data. 
These  CCRs  are  calculated  from  the 
most  recent  available  hospital  cost„ 
reports,  in  most  cases,  cost  reports  for 
CY  2008.  If  we  follow  the  commenters’ 
suggestion  to  use  the  CY  2009  claims 
data  (with  estimated  cost  on  claims 
created  by  applying  a  CY  2008  CCR  to 
CY  2009  charges)  with  a  July  2009  ASP 
fde  to  calculate  the  ASP-t-X  percent,  we 
would  align  two  but  not  three  of  the 
data  time  periods  for  the  majority  of 
hospitals:  Cost  report  data  for  CY  2008, 
claims  data  for  CY  2009,  and  ASP  data 
for  July  2009.  In  general,  CCRs  typically 
decline  over  time.  Because  of  this,  our 
estimated  cost  in  the  CY  2009  claims 
data  that  we  use  to  model  this  OPPS 
modestly  overestimates  actual  cost  by 
applying  a  CY  2008  CCR  to  CY  2009 
charges.  Because  CCRs  decline  each 
year,  we  expect  that,  on  balance,  CY 
2009  CCRs  will  be  lower  than  CY  2008 
CCRs.  Therefore,  our  current 
methodology  applies  a  higher  than 
actual  CCR  from  CY  2008  to  the  CY 
2009  charges  on  claims. 

Therefore,  in  order  to  bring  all  time 
periods  for  the  various  data  elements  in 
the  calculation  (cost  report  data,  claims 
data,  and  ASP  data)  into  alignment,  we 
would  need  to  estimate  CCR  deflation 
(the  differential  in  charge  and  cost 
inflation)  for  cost  center  5600  betw'een 
CY  2008  and  CY  2009  and  apply  this 
deflation  factor  to  the  CCRs  we  use  to 
,  estimate  costs  from  claims  for  the 
majority  of  hospitals.  To  be  precise,  we 
would  need  to  consider  making 
additional  assumptions  for  hospitals 
with  cost  reporting  periods  before  CY 
2008.  We  make  comparable  CCR 
deflation  estimates  when  we  estimate 
our  fixed  dollar  eligibility  threshold  for 
outlier  payments  described  in  section 
Il.F.  of  this  final  rule  with  comment 
period.  We  base  those  estimates  on  an 
established  IPPS  methodology  for 
estimating  charge  and  CCR  inflation  for 


all  hospital  inputs,  not  just  drugs  and 
biologicals. 

We  have  evaluated  the  impact  of 
using  dated  CCRs  in  our  estimation,  and 
we  find  that  the  slightly  higher 
estimated  cost  created  by  using  a  CCR 
from  the  year  prior  to  the  claim  year  (CY 
2008  instead  of  CY  2009)  generally 
offsets  the  increases  in  prices  in  a  more 
recent  ASP  file  for  sales  from  first 
quarter  2010  for  this  final  rule  with 
comment  period,  and  we  believe  making 
assumptions  about  charge  or  cost 
inflation  specific  to  drug  charges  and 
costs  captured  in  cost  center  5600, 
which  we  have  not  yet  estimated,  has 
the  potential  to  introduce  error  into  this 
calculation.  Therefore,  we  are 
continuing  our  current  policy  of  using 
the  most  recently  available  claims  data, 
cost  report  data,  and  ASP  data  when 
performing  our  ASP+X  calculation 
under  the  final  redistribution 
methodology  in  order  to  set  payment 
rates  for  separately  payable  drugs  and 
biologicals. 

We  disagree  with  the  commenter  who 
believed  our  standard  ASP"^X 
methodology  is  inappropriate  because  it 
utilizes  estimated  costs  from  claims 
data.  We  believe  the  commenter  is 
suggesting  that  Congress  does  not  want 
the  agency  to  use  estimated  costs  from 
claims  data  in  any  part  of  our  drug 
ratesetting  methodology  for  SCODs 
because  the  drug  ratesetting 
methodology  that  we  used  prior  to  the 
MMA  (which  utilized  estimated  costs 
from  claims)  was  replaced  with  the 
methodology  set  forth  in  section 
1833(t)(14)  of  the  Act  that  was  created 
by  the  MMA.  Section  1833(t)(14)(A)(iii) 
of  the  Act  sets  forth  the  payment 
methodology  for  SCODs  for  years  after 
2005,  and  subjects  that  payment 
methodology  to  section  1833(t)(14)(E)  of 
the  Act.  Under  section  1833(t)(14)(E)(i) 
of  the  Act,  MedPAC  was  required  to 
submit  a  report  to  the  Secretary  on  the 
adjustment  of  the  APCs  for  SCODs  to 
take  into  account  overhead  and  related 
expenses,  such  as  pharmacy  services 
and  handling  costs.  Further,  section 
1833(t)(14)(E)(ii)  of  the  Act  authorizes 
the  Secretary  to  adjust  the  weights  for 
APCs  for  SCODs  to  take  into  account  the 
recommendations  contained  in  the 
MedPAC  report  referenced  above.  In 
their  June  2005  report,  MedPAC 
indicated  that  charges  for  drugs  and 
biologicals  are  based  on  both  acquisition 
cost  and  on  the  cost  of  overhead  and 
handling.  In  order  to  adjust  the  payment 
rates  to  appropriately  account  for  those 
overhead  and  handling  costs,  as  is 
permitted  under  the  statute,  it  is 
necessary  for  us  to  use  estimated  costs 
from  claims  data  because  this 
information  is  not  available  from  ASP 


data.  Consequently,  we  disagree  with 
the  commenter  that  our  use  of  the 
claims  data  in  the  standard  ratesetting 
methodology  is  inappropriate. 

Moreover,  we  continue  to  believe  that 
we  have  established  our  hospital  claims 
data  and  ASP  data  as  an  appropriate 
proxy  for  average  acquisition  cost, 
taking  into  account  the  GAO  survey 
information  for  the  base  year  (70  FR 
68641). 

In  addition,  we  note  that  we  believe 
that  we  are  using  our  estimated  cost  on 
claims  data  in  our  ASP-i-X  methodology 
in  a  very  different  way  than  we  did 
prior  to  the  MMA.  Prior  to  the  MMA,  we 
used  estimated  cost  on  claims  data  to 
calculate  a  median  cost  estimate  for 
each  drug  or  biological  as  we  do  for 
each  APC,  and  we  based  payment  on 
that  median  cost.  After  the  MMA*,  we 
have  used  ASP  data  and  costs  estimated 
from  charges  on  hospital  claims  as  a 
proxy  for  both  the  average  hospital 
acquisition  cost  and  the  pharmacy 
overhead  cost  to  establish  a  combined 
payment  rate  for  acquisition  cost  and 
pharmacy  overhead.  Unlike  our 
methodology  prior  to  the  MMA,  we  are 
using  ASP  data  in  our  drug  payment 
calculation  in  addition  to  aggregate  cost 
data  from  claims.  In  addition,  unlike  our 
methodology  prior  to  the  MMA,  we  are 
not  estimating  individual  cost  per  drug, 
but  aggregating  that  cost  data.  By 
comparing  total  ASP  dollars  for 
separately  paid  drugs  to  total  estimated 
cost  on  claims  data  for  separately  paid 
drugs,  we  are  estimating  an  average  cost 
of  pharmacy  overhead  and  handling 
associated  with  the  separately  paid 
drugs  and  biologicals. 

For  reasons  already  discussed,  we 
also  do  not  believe  it  is  appropriate  to 
exclude  our  claims  data  from  our 
ASP+X  calculation  by  simply  applying 
a  $200  million  assessment  of  overhead 
to  total  ASP  dollars  to  arrive  at  an 
average  weighted  ASP+X  percent 
payment  level  as  suggested  by  one 
commenter.  As  noted  above,  in  their 
June  2005  report,  MedPAC  found  that 
charges  for  drugs  and  biologicals  are 
based  both  on  acquisition  cost  and  on 
the  cost  of  overhead.  Estimating  an 
appropriate  overhead  amount  requires 
using  this  data,  and  we  continue  to 
believe  that  this  data  is  accurate. 

With  regard  to  inflating  the 
redistribution  amount  as  we  do  for  the 
drug  packaging  threshold,  as  we  discuss 
below,  our  proposed  redistribution 
amount  of  $150  million  in  overhead  cost 
from  coded  packaged  drugs  and  $50 
million  in  cost  from  uncoded  packaged 
drugs  remained  within  the  parameters 
of  roughly  one-third  to  one-half  of 
overhead  cost  in  coded  packaged  drugs 
and  approximately  8  percent  of  drug 
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cost  in  uncoded  packaged  drugs.  We 
will  take  the  commenter’s  suggestion 
into  consideration  for  future  years. 

Comment:  A  few  commenters 
expressed  concern  that  when  CMS 
applies  a  single  CCR  to  adjust  charges  to 
costs  for  drugs  and  biologicals,  charge 
compression  leads  to  misallocation  of 
pharmacy  overhead  costs  associated 
with  high  and  low  cost  drugs  and 
biologicals  during  ratesetting.  The 
commenters  noted  that  hospitals 
disproportionately  mark  up  their 
charges  for  low  cost  drugs  and 
biologicals  to  account  for  pharmacy 
overhead  costs.  Therefore,  some 
commenters  suggested  using  the  costs  of 
both  packaged  drugs  and  separately 
payable  drugs  when  calculating  the 
equivalent  average  ASP-based  payment 
amount  for  separately  payable  drugs. 
They  argued  that  this'would  provide  a 
more  accurate  ASP-based  payment 
amount  for  separately  payable  drugs.  As 
an  alternative,  the  commenters 
recommended  that  CMS  eliminate  the 
drug  packaging  threshold  and  provide 
separate  payment  for  all  Part  B  drugs 
under  the  OPPS  at  an-ASP+X  percent 
amount  calculated  from  the  cost  for  all 
drugs  with  HCPCS  codes. 

Several  commenters  objected  to  the 
inclusion  of  data  from  hospitals  that 
receive  Federal  discounts  on  drug  prices 
under  the  340B  program  in  the  ASP 
calculation  for  separately  payable  drugs 
and  biologicals.  The  commenters 
pointed  out  that  hospital  participation 
in  the  340B  program  had  grown 
substantially  over  the  past  few  years, 
will  further  increase  due  to  the 
provisions  in  the  Affordable  Care  Act; 
they  believed  that  the  costs  from  these 
hospitals  now  constituted  a  significant 
proportion  of  hospital  drug  costs  on  CY 
2009. OPPS  claims,  The  commenters 
stated  that  including  340B  hospital 
claims  data  when  comparing  aggregate 
hospital  costs  based  on  claims  data  to 
ASP  rates  contributed  to  an  artificially 
low  equivalent  average  ASP-based 
payment  rate  because  ASP  data 
specifically  exclude  drug  sales  under 
the  34 OB  program. 

In  addition,  MedPAC  encouraged 
CMS  to  exclude  data  from  340B 
hospitals  from  the  ratesetting.  MedPAC 
stated  that  analysis  indicates  that 
exclusion  of  the  340B  hospitals  would 
increase  CMS’  estimates  of  the  cost  of 
separately  paid  drugs  by  about  3.5 
percent  above  the  estimate  obtained 
when  the  340B  hospital  claims  data  are 
included  in  the  ratesetting  calculations 
and  that  excluding  the  340B  hospital 
claims  data  would  result  in  payment 
rates  for  separately  paid  drugs  that  more 
accurately  reflect  the  costs  incurred  by 
other  hospitals. 


One  commenter  supported  the 
inclusion  of  claims  data  for  340B 
hospitals  in  the  calculation  of  the 
ASP+X  payment  for  separately  payable 
drugs  and  biologicals  and  equal 
payment  to  340B  hospitals  for 
separately  payable  drugs  and  biologicals 
as  hospitals  that  do  not  participate  in 
the  340B  program.  The  commenter 
noted  that  continuing  this  policy  would 
maintain  an  important  benefit  of  the 
340B  program. 

Response:  In  proposing  to  continue 
our  CY  2010  overhead  adjustment 
methodology  for  CY  2011,  we  attempted 
to  address  the  issue  of  charge 
compression  by  redistributing  some 
portion  of  the  estimated  overhead  cost 
in  coded  packaged  drugs  ($150  million) 
and  a  conservative  estimate  of  overhead 
cost  in  the  uncoded  packaged  drug  cost 
($50  million).  Further,  we  have  made 
several  proposals  in  the  past  to  more 
precisely  identify  pharmacy  overhead 
costs  and  to  address  charge  compression 
in  the  pharmacy  revenue  center,  which 
were  not  finalized  in  response  to  public 
comments.  As  we  note  in  our  discussion 
of  the  MedPAC  comment  above,  for  the 
CY  2006  OPPS,  we  proposed  to 
establish  three  distinct  Level  II  HCPCS 
C-codes  and  three  corresponding  APCs 
for  drug  handling  categories  to 
differentiate  overhead  costs  for  drugs 
and  biological  (70  FR  42730).  In  the  CY 
2008  OPPS/ASC  proposed  rule  (72  FR 
^  42735),  we  proposed  to  instruct 
hospitals  to  remove  the  pharmacy 
overhead  charge  for  both  packaged  and 
.  separately  payable  drugs  and  biologicals 
from  the  charge  for  the  drug  or 
biological  and  report  the  pharmacy 
overhead  charge  on  an  uncoded  revenue 
code  line  on  the  claim.  We  believed  that 
this  would  provide  us  with  an  avenue 
for  collecting  pharmacy  handling  cost 
data  specific  to  drugs  in  order  to 
package  the  overhead  costs  of  these 
items  into  the  associated  procedures, 
most  likely  drug  administration 
services.  However,  we  did  not  finalize 
this  proposal  due  to  strong  objection 
from  hospitals.  For  CY  2009,  we 
proposed  to  split  the  “Drugs  Charged  to 
Patients”  cost  center  into  two  cost 
centers:  One  for  drugs  with  high 
pharmacy  overhead  costs  and  one  for 
drugs  with  low  pharmacy  overhead 
costs  (73  FR  41492).  We  note  that  we 
expected  that  CCRs  from  the  proposed 
new  cost  centers  would  be  available  in 
2  to  3  years  to  refine  OPPS  drug  cost 
estimates  by  -accounting  for  differential 
hospital  markup  practices  for  drugs 
with  high  and  low  overhead  costs. 
However,  we  did  not  finalize  any  of 
these  proposals  due  to  concerns  from 
the  hospital  community  that  these 


proposals  would  create  an 
overwhelming  burden  on  hospitals  and 
staff.  By  proposing  to  continue  our  CY 
2010  overhead  adjustment  methodology, 
we  were  once  again  attempting  to 
address  the  issue  of  charge  compression 
without  requiring  any  changes  to 
current  hospital  reporting  practices. 

It  has  been  our  policy  since  CY  2006 
to  only  use  separately  payable  drugs  and 
biologicals  in  the  calculation  of  the 
equivalent  average  ASP-based  payment 
amount  under  the  OPPS.  We  do  not 
include  packaged  drugs  and  biologicals 
in  this  standard  analysis  because  cost 
data  for  these  items  are  already 
accounted  for  within  the  APC 
ratesetting  process  through  the  median 
cost  calculation  methodology  discussed 
in  section  IIA.2  of  this  final  rule  with 
comment  period.  To  include  the  costs  of 
coded  packaged  drugs  and  biologicals  in 
both  our  APC  ratesetting  process  (for 
associated  procedures  present  on  the 
same  claim)  and  in  our  ratesetting 
process  to  establish  an  equivalent 
average  ASP-based  payment  amount  for 
separately  payable  drugs  and  biologicals 
would  give  these  data  disproportionate 
emphasis  in  the  OPPS  by  skewing  our 
analyses,  as  the  costs  of  these  packaged 
items  would  be,  in  effect,  counted  twice. 
Accordingly,  we  are  not  adopting  the 
suggestion  from  commenters  that  we 
include  all  packaged  and  separately 
payable  drugs  and  ^iologicals  when 
establishing  an  equivalent  average  ASP- 
based  rate  to  provide  payment  for  the 
hospital  acquisition  and  pharmacy 
handling  costs  of  drugs  and  biologicals. 
However,  we  remind  commenters  that, 
because  the  costs  of  packaged  drugs  and 
biologicals,  including  their  pharmacy 
overhead  costs,  are  packaged  into  the 
payment  for  the  procedures  in  which 
they  are  administered,  the  OPPS 
provides  payment  for  both  the  drugs 
and  the  associated  pharmacy  overhead 
costs  through  the  applicable  procedural 
APC  payments. 

Furthermore,  we  disagree  with  the 
commenters  who  recommended  that  we 
should'^ay  separately  for  all  drugs  and 
biologicals  with  HCPCS  codes.  We 
continue  to  believe  that  packaging  is  a 
fundamental  component  of  a 
prospective  payment  system  that 
contributes  to  important  flexibility  and 
efficiency  in  the  delivery  of  high  quality 
hospital  outpatient  services.  Therefore, 
we  believe  it  is  appropriate  to  maintain 
a  modest  drug  packaging  threshold  that 
packages  the  costs  of  inexpensive  drugs 
into  payment  for  the  associated 
procedures. 

With  respect  to  the  comment  that  we 
should  not  include  data  from  hospitals 
'  that  receive  discounts  on  outpatient 
drug  prices  under  the  340B  program  in 
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our  estimation  of  the  total  cost  of 
separately  paid  drugs  and  biologicals 
and  pharmacy  overhead,  as  we  stated  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60517),  we 
continue  to  believe  that  excluding  data 
from  hospitals  that  participate  in  the 
340B  program  from  our  ASP+X 
calculation,  and  paying  those  hospitals 
at  that  derived  payment  amount,  would 
inappropriately  redistribute  payment  to 
drugs  and  biologicals  from  payment  for 
other  services  under  the  OPPS.  The 
ASP-equivalent  cost  of  drugs  under  the 
OPPS  that  would  be  calculated  only 
from  claims  data  for  hospitals  that  do 
not  participate  in  the  340B  program 
would  likely  be  higher  than  the  cost  of 
all  drugs  from  our  aggregate  claims  from 
all  hospitals.  To  set  drug  payment  rates 
for  all  hospitals  based  on  a  subset  of 
hospital  cost  data,  determined  only  from 
claims  data  from  hospitals  that  do  not 
participate  in  the  340B  program  would 
increase  the  final  APC  payment  weights 
for  drugs  in  a  manner  that  does  not 
reflect  the  drug  costs  of  all  hospitals, 
although  all  hospitals,  including  340B 
hospitals,  would  be  paid  at  these  rates 
for  drugs.  Furthermore,  as  a 
consequence  of  the  statutory 
requirement  for  budget  neutrality, 
increasing  the  payment  weights  for 
drugs  by  excluding  340B  hospital  claims 
would  reduce  the  relative  payment 
weight  for  other  servites  in  a  manner 
that  does  not  reflect  the  procedural  costs 
of  all  hospitals  relative  to  the  drug  costs 
of  all  hospitals,  thereby  distorting  the 
relativity  of  payment  weights  for 
services  based  on  hospital  costs.  Many 
commenters  on  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  were 
generally  opposed  to  differential 
payment  for  hospitals  based  on  their 
340B  participation  status,  and  we  do  not 
believe  it  would  be  appropriate  to 
exclude  claims  from  this  subset  of 
hospitals  in  the  context  of  a  CY  2011 
drug  and  biological  payment  policy  that 
is  based  on  average  acquisition  cost  and 
pays  all  hospitals  at  the  same  rate  for 
separately  payable  drugs  and 
biologicals. 

Comment:  One  commenter  expressed 
concern  over  the  proposed  overhead 
adjustment  methodology,  stating  that 
“policy  packaged”  drugs,  similar  to 
contrast  agents  and  diagnostic 
radiopharmaceuticals,  are  subject  to 
charge  compression  and,  therefore, 
should  not  be  included  in  the 
redistribution  of  packaged  drug  costs  to 
avoid  a  potential  underestimation  of 
costs.  Tbe  commenter  further  suggested 
that  CMS  remove  contrast  agents  from 
the  pool  of  “policy  packaged”  drugs  that 
are  redistributed  to  separately  payable 


drugs  and  instead  redistribute  more 
costs  from  threshold  packaged  drugs,  or 
those  drugs  with  per  day  costs  less  than 
the  packaging  threshold  that  the 
commenter  attested  are  not  subject  to 
charge  compression,  to  arrive  at  a 
payment  rate  of  ASP+6  percent. 

Another  commepter  stated  that  CMS 
should  not  reduce  the  pharmacy 
overhead  costs  for  radiology  procedures 
with  packaged  diagnostic 
radiopharmaceuticals  because  of  their 
“policy  packaged”  status  and  because  of 
special  handling  costs  associated  with 
radiology  procedures.  The  commenter 
further  stated  that  CMS  should  consider 
using  ASP  data,  if  available,  to 
benchmark  offset  amounts  in  APCs  and 
to  account  for  pharmacy  and  overhead 
costs. 

A  few  commenters  expressed  concern 
regarding  how  CMS  accounts  for 
radiopharmaceuticals  in  the  overhead 
adjustment  methodology  to  redistribute 
pharmacy  overhead  costs  from  packaged 
drugs  and  biologicals  to  separately  paid 
drugs  and  biologicals  and  requested  that 
CMS  provide  details  on  how  costs  for 
radiopharmaceuticals  are  included  in 
the  overhead  adjustment  methodology. 
The  commenters  also  asked  for 
clarification  on  how  hospitals  are  to 
code  for  radiopharmaceuticals,  citing 
that  CMS’  statement  on  not  including 
the  cost  of  radiopharmaceuticals 
because  they  are  not  reported  under 
pharmacy  revenue  codes  or  under  the 
pharmacy  cost  center  on  the  hospital 
cost  report  is  contradictory  to  previous 
statements  urging  hospitals  to  report 
pass-through  diagnostic 
radiopharmaceutical  cost  under  revenue 
code  0636. 

Response:  As  we  stated  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60513),  we 
believe  that  contrast  agents  are 
contributing  to  the  overall  charge 
compression  for  all  drugs  and 
biologicals  that  are  the  specific  target  of 
our  redistribution  methodology  and 
that,  in  almost  all  cases,  hospitals 
capture  the  costs  and  chargtm  for 
pharmacy  revenue  codes,  including 
contrast  agents,  in  the  cost  center  5600 
“Drugs  Charged  to  Patients.”  We  stated 
that  this  is  the  cost  center  that  we  used 
to  estimate  costs  from  charges  for  the 
pharmacy  revenue  codes  in  our  claims 
data  each  year.  The  proposed 
methodology  of  redistributing  pharmacy 
overhead  cost  from  packaged  drugs  and 
biologicals  to  separately  payable  drugs 
and  biologicals  was  a  proposal  to 
address  charge  compression  observed 
within  this  specific  cost  center  that 
captures  the  vast  majority  of  costs  and 
charges  for  drugs  and  biologicals  billed 
on  hospital  claims.  Therefore,  as  most 


hospitals  billing  contrast  agents  with 
pharmacy  revenue  codes  are  associating 
the  contrast  agent  costs  with  the  cost 
center  5600,  we  believe  it  is  appropriate 
to  redistribute  cost  from  contrast  agents 
to  separately  payable  drugs  and 
biologicals  under  our  final  CY  2011 
pharmacy  overhead  cost  redistribution 
methodology. 

In  response  to  the  commenter’s 
suggestion  that  the  cost  from  contrast 
agents  should  not  be  included  in  the 
pool  of  packaged  redistributed  cost 
because  it  has  been  OPPS  policy  to 
package  payment  for  all  contrast  agents 
since  CY  2008  (as  discussed  in  V.B.2.d 
of  this  final  rule  with  comment  period), 
as  we  stated  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60514),  the  proposed  methodology  for 
redistributing  pharmacy  overhead  cost 
from  packaged  drugs  and  biologicals 
was  not  only  a  proposal  to  address 
charge  compression,  but  specifically  a 
proposal  to  address  charge  compression 
in  light  of  our  adoption  of  a  specific 
drug  packaged  threshold,  which  is  $70 
for  CY  2011.  The  argument  that  it 
would,  therefore,  be  inappropriate  to 
redistribute  cost  from  contrast  agents 
could  have  merit  if  there  was  a  sizeable 
amount  of  aggregate  cost  for  contrast 
agents  with  per  day  costs  greater  than 
the  drug  packaging  threshold  of  $70.  In 
that  case,  it  could  be  argued  that  the 
compression  in  cost  estimates  for 
expensive  contrast  agents  (those  with 
per  day  costs  greater  than  the  $70 
packaging  threshold)  created  by 
estimating  costs  for  those  agents  by 
applying  the  CCR  for  the  single  cost 
center  5600  to  expensive  contrast 
agents’  charges  would  be  offset  by  the 
overestimation  of  costs  for  inexpensive 
contrast  agents  (those  with  per  day  costs 
less  than  the  $70  packaging  thre.shold) 
created  by  application  of  the  same 
single  CCR  to  inexpensive  contrast 
agents’  charges,  assuming  that  hospitals 
apply  a  lower  markup  to  expensive 
contrast  agents  and  a  higher  markup  to 
inexpensive  contrast  agents.  If  the  mix 
of  expensive  and  inexpensive  contrast 
agents  resembled  the  mix  of  expensive 
and  inexpensive  drugs  generally 
captured  in  the  cost  center  5600,  the  use 
of  a  single  CCR  would  accurately 
estimate  total  cost  of  contrast  agents  in 
aggregate.  Because  all  contrast  agents 
not  receiving  pass-through  payment  are 
packaged,  packaging  an  accurate 
aggregate  cost  estimate  for  contrast 
agents  could  argue  against  redistributing 
cost  from  packaged  contrast  agents  to 
separately  payable  drugs  and 
biologicals.  However,  w  a  have  not 
observed  any  evidence  of  this  in  our  CY 
2011  final  rule  claims  data. 
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In  conclusion,  because  contrast  agents 
are  billed’under  pharmacy  revenue 
codes  and  accounted  for  in  the  cost 
center  5600  and  because  the  per  day 
cost  of  almost  all  contrast  agents  falls 
under  the  CY  2010  packaging  threshold 
of  $70,  we  believe  the  estimated  cost  of 
contrast  agents  (which  are  packaged 
drugs  with  HCPCS  codes  and  ASPs  for 
which  we  have  found  the  estimated  cost 
to  be  ASP+296  percent),  along  with  all 
other  packaged  drugs  billed  under 
pharmacy  revenue  codes  and  accounted 
for  in  cost  center  5600,  contain  a 
disproportionate  amount  of  pharmacy 
overhead  cost,  and  that  it  is  appropriate 
to  include  them  in  our  final  CY  2011 
redistribution  methodology  as  this 
methodology  is  targeted  to  packaged 
drugs  and  biologicals  accounted  for  in 
cost  center  5600. 

While  we  believe  that  contrast  agents 
are  commonly  billed  under  pharmacy 
revenue  codes  and  that  hospitals  largely 
account  for  the  cost  of  contrast  agents 
under  the  cost  center  5600  on  their 
Medicare  hospital  cost  report,  we  did 
not  observe  that  hospitals  apply  the 
same  practice  for  diagnostic 
radiopharmaceuticals.  After  reviewing 
our  claims  data,  we  found  that  the 
majority  of  diagnostic 
radiopharmaceuticals  are  billed  under 
revenue  code  0343  (Nuclear  medicine; 
Diagnostic  Radiopharmaceuticals), 
which  we  believe  is  appropriate.  As 
specified  in  our  revenue  code-to-cost 
center  crosswalk,  we  believe  hospitals 
largely  account  for  the  costs  and  charges 
associated  with  revenue  code  0343  in  a 
nonstandard  cost  center  for  Diagnostic 
Nuclear  medicine  or  the  cost  center 
4100  “Radiology-Diagnostic.”  Because 
the  redistribution  of  pharmacy  overhead 
cost  from  packaged  drugs  and 
biologicals  to  separately  payable  drugs 
and  biologicals  is  intended  to 
specifically  address  charge  compression 
in  the  pharmacy  cost  center,  in  light  of 
the  above  information,  we  excluded  the 
costs  of  both  diagnostic  and  therapeutic 
radiopharmaceuticals  from  our  estimate 
of  total  drug  and  biological  cost  in  the 
claims  data  from  the  final  CY  2011 
redistribution  methodology,  as  we 
proposed.  As  a  result,  the  final  payment 
rates  for  nuclear  medicine  procedures 
that  incorporate  the  costs  of  packaged 
diagnostic  radiopharmaceuticals  are  not 
impacted  by  the  final  redistribution 
methodology.  With  regard  to  the 
comment  that  we  should  use  ASP  data 
to  benchmark  offset  amounts  for  APCs 
that  require  radiopharmaceuticals,  we 
note  that  we  do  not  collect  ASP  data  on 
diagnostic  radiopharmaceuticals. 
Moreover,  the  current  process  for 
identifying  the  cost  of  a 


radiopharmaceutical  for  purposes  of 
offsetting  the  cost  when  a 
radiopharmaceutical  with  pass  through 
status  is  furnished  is  based  on  the 
historic  costs  for  the 
radiopharmaceutical  being  replaced  by 
the  pass-through  radiopharmaceutical 
and  therefore  represents  the  complete 
cost,  including  overhead  costs.  We 
believe  that  the  historic  cost  of 
radiopharmaceuticals  that  were 
supplied  to  furnish  the  nuclear 
medicine  procedure  is  a  more  complete 
and  appropriate  offset  amount  than  the 
ASP  amount  would  be,  if  CMS  gathered- 
ASP  data  for  diagnostic 
radiopharmaceuticals,  because  the 
historic  cost  of  the 
radiopharmaceuticals  includes  the 
overhead  cost  as  well  as  the  acquisition 
cost  of  the  radiopharmaceuticals  being 
replaced  by  the  pass-through 
radiopharmaceuticals. 

With  regard  to  the  Request  for  coding 
advice,  we  note  that  we  generally 
require  hospitals  to  follow  National 
Uniform  Billing  Committee  (NUBC) 
guidance  for  the  choice  of  an 
appropriate  revenue  code  that  also  is 
appropriate  for  the  hospital’s  internal 
accounting  processes.  As  we  discuss 
below,  we  have  encouraged  hospitals  to 
consider  reporting  all  drugs  in  revenue 
code  0636  (Pharmacy-Extension  of 
02  5X;  Drugs  Requiring  Detailed  Coding) 
only  to  improve  HCPCS  coding  for 
packaged  drugs  and  biologicals  in  our 
claims  data  to  improve  the  accuracy  of 
our  ASP-fX  calculation.  We  continue  to 
believe  that  more  complete  data  from 
hospitals  identifying  the  specific  drugs 
that  were  provided  during  an  episode  of 
care  will  improve  payment  accuracy  for 
separately  payable  drugs  in  the  future. 
However,  we  believe  hospitals  should 
report  diagnostic  radiopharmaceuticals 
with  the  most  appropriate  revenue  code, 
and  we  are  confident  that  coding  for 
diagnostic  radiopharmaceuticals  will 
occur  because  of  our  claims  edits  for 
radiolabeled  products. 

Comment:  Several  commenters  were 
concerned  with  statements  in  the  CY 
2011  OI^PS/ASC  proposed  rule  that  all 
drugs  and  biologicals  with  HCPCS  codes 
should  be  bille'd  under  revenue  code 
0636.  These  commenters  stated  that  the 
statements  may  confuse  hospitals  and 
recommended  that  CMS  clarify  that  the 
original  intent  of  revenue  code  0636  was 
to  capture  those  drugs  for  which  a 
health  plan  requires  special  tracking, 
such  as  for  costly  cancer  drugs.  These 
commenters  believed  that  hospitals 
should  continue  to  use  other  revenue 
code  categories  along  with  their 
respective  HCPCS  codes,  such  as 
revenue  codes  025x  (Pharmacy)  or  062x 
(Pharmacy-Extension  of  025x).  In 


addition,  the  commenters  noted  that 
there  are  drugs  that  do  not  have  a 
specific  revenue  code,  such  as  aspirin, 
for  which  an  “unspecified  drugs” 

HCPCS  code  could  be  u.sed.  One 
commenter  requested  that  CMS  clarify 
whether  it  intended  that  a  new  revenue 
code  for  unspecified  drugs  should  be 
created  and  whether  these  codes  should 
be  captured  on  a  different  line  item  on 
the  cost  report. 

At  its  August  2010  meeting,  the  APC 
Panel  recommended  that  CMS  require 
hospitals  to  report  all  drugs  with  a 
HCPCS  code  using  revenue  code  0636, 
regardless  of  payment  status 
(Recommendation  20).  Some 
commenters  supported  the  APC  Panel 
recommendation  and  requested  that 
CMS  require  all  hospitals  to  report  all 
drugs  with  a  HCPCS  code  using  revenue 
code  0636,  whether  the  drug  was 
packaged  or  paid  separately.  These 
commenters  indicated  that  they 
believed  that  reporting  all  drugs  with 
HCPCS  codes  under  revenue  code  0636 
would  not  only  support  better 
ratesetting  for  drugs  and  biologicals  but 
would  also  support  the' implementation 
of  section  9008  of  the  Affordable  Care 
Act.  Other  commenters  asked  that  CMS 
require  that  hospitals  report  HCPCS 
codes  for  all  drugs  that  have  them  and 
report  HCPCS  code  J3490  (Unclassified 
biologies)  for  all  drugs  that  do  not  have 
a  HCPCS  code  that  is  specific  to  the 
drug  or  biological.  The  commenters 
stated  that  to  do  so  would  impose 
virtually  no  burden  on  hospitals,  which 
must  already  report  both  HCPCS  codes 
and  national  drug  codes  (NDCs)  for  all 
drugs  they  furnish  when  they  bill 
Medicaid.  Although  the  commenters 
asked  that  CMS  require  mandatory 
reporting  of  all  drugs  using  either 
specific  HCPCS  codes  or  J3490,  they 
believed  that  CMS  should  leave  the 
choice  of  the  revenue  code  that  must  be 
reported  on  the  line  to  the  discretion  of 
the  hospital. 

Response:  We  did  not  intend  to 
suggest  in  the  proposed  rule  that  all 
drugs  and  biologicals  with  HCPCS  codes 
should  be  billed  under  revenue  code 
0636  solely.  We  cannot  provide  the 
original  intent  of  the  creation  of  revenue 
code  0636  because  the  NUBC 
establishes  revenue  codes.  However,  we 
agree  with  commenters  that  drugs  and 
biologicals  with  HCPCS  codes  may  be 
appropriately  reported  in  revenue  code 
categories  other  than  revenue  code 
0636,  including,  but  not  limited  to, 
revenue  codes  025x  and  062x. 

Therefore,  we  are  not  accepting  the  APC 
Panel  recommendation  and  the 
recommendation  of  some  commenters 
that  we  require  that  all  drugs  and 
biologicals  with  HCPCS  codes  must  be 
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recognize  that  hospitals  may  carry  the 
costs  of  drugs  and  biologicals  in 
multiple  cost  centers  and  that  it  may  not 
be  appropriate  to  report  the  cost  of  all 
drugs  and  biologicals  in  one  specified 
revenue  code.  Similarly,  we  are  not 
accepting  the  recommendation  of  some 
commenters  that  we  require  that 
hospitals  report  all  drugs  and 
biologicals  using  HCPCS  codes  and 
report  drugs  and  biologicals  that  do  not 
have  specific  HCPCS  codes  using 
HCPCS  code  J3490  for  the  CY  2011 
OPPS.  We  do  not  believe  that  it  would 
be  appropriate  to  impose  such  a 
requirement  without  first  proposing  it 
and  considering  the  comments  of  the 
public. 

However,  we  continue  to  believe  that 
OPPS  ratesetting  is  most  accurate  when 
hospitals  report  charges  for  all  items 
and  services  that  have  HCPCS  codes 
using  those  HCPCS  codes,  regardless  of 
whether  payment  for  the  items  and 
services  is  packaged.  As  we  state  in  this 
final  rule  with  comment  period,  it  is  our 
standard  ratesefting  methodology  to  rely 
on  hospital  cost  report  and  charge 
information  as  it  is  reported  to  us 
through  the  claims  data.  We  continue  to 
believe  that  more  complete  data  from 
hospitals  identifying  the  specific  drugs 
that  were  provided  during  an  episode  of 
care  will  improve  payment  accuracy  for 
separately  payable  drugs  in  the  future. 
Therefore,  we  continue  to  encourage 
hospitals  to  change  their  reporting 
practices  if  they  are  not  already 
reporting  HCPCS  codes  for  all  drugs  and 
biologicals  furnished,  where  specific 
HCPCS  codes  are  available  for  those 
drugs  and  biologicals. 

In  response  to  the  commenters’ 
request  that  CMS  address  the  need  for 
a  new  revenue  code  for  drugs  and 
biologicals  without  HCPCS  codes  and 
whether  the  costs  of  these  drugs  and 
biologicals  should  be  captured  on  a 
different  line  on  the  cost  report,  we  do 
not  at  this  time  see  a  benefit  in 
implementing  a  new  revenue  code  for 
drugs  and  biologicals  nor  do  we  see  a 
need  to  require  hospitals  to  capture 
these  costs  on  a  specified  line  on  the 
cost  report  at  this  time.  Neither  creation 
of  a  new  revenue  code  for  drugs  nor 
specifying  that  hospitals  must  capture 
drug  and  biological  costs  on  a  specified 
line  in  the  cost  report  are  necessary  for 
us  to  redistribute  pharmacy  overhead 
from  packaged  drugs  to  separately  paid 
drugs  and  biologicals  and  we  believe 
that  they  would  impose  unnecessary 
burden  on  hospitals  without  improving 
payment  for  drugs  and  biologicals. 

Comment:  One  commenter  requested 
that  CMS  release  all  details  pertaining  to 
the  study  mentioned  in  the  CY  2011 


drugs  and  biologicals. 

Response:  We  make  available  to  the 
public  the  claims  data  we  use  for 
purposes  of  the  establishment  of  the 
OPPS  payment  rates  so  that  the  public 
may  undertake  studies  of  interest  to 
them.  Our  Web  site  includes 
information  about  purchasing  the  “OPPS 
Limited  Data  Set,”  which  now  includes 
the  additional  variables  previously 
available  only  in  the  OPPS  Identifiable 
Data  Set,  including  ICD-9-CMS 
diagnosis  codes  and  revenue  code 
payment  amounts.  Information  on 
acquiring  these  data  is  available  on  the 
CMS  Web  site  at:  http://w\v\v.cms.gov/ 
hospitalOutpatientPPS. 

In  the  CY  2011  OPPS/ASC- proposed 
rule  (75  FR  46278),  we  discuss  our 
analysis  of  uncoded  packaged  drug  and 
biological  cost  and  our  evaluation  of  the 
services  with  which  uncoded  packaged 
drug  cost  appears  in  the  claims  data,  in 
an  effort  to  assess  how  much  uncoded 
drugs  resemble  coded  packaged  drugs. 
We  found  that  most  uncoded  packaged 
drug  costs  appear  with  surgical  services 
(status  indicator  “T”),  and  that  most 
coded  packaged  drug  costs  appear  with 
medical  services  (status  indicators  “S”, 
“V”,  “X”).  We  stated  that,  in  light  of  this 
information,  we  were  not  confident  that 
the  drugs  captured  by  uncoded  drug 
cost  are  the  same  drugs  captured  by 
coded  packaged  drug  cost.  Therefore, 
we  stated  that  we  did  not  believe  we 
could  assume  that  they  are  the  same 
drugs,  with  comparable  overhead  and 
handling  costs.  We  continue  to  believe 
redistributing  SI 50  million  in  coded 
packaged  drug  cost  and  $50  million  in 
uncoded  packaged  drug  cost  to 
separately  payable  drugs  is  a  fair  and 
sufficient  amount  for  adequate  payment 
for  separately  payable  drugs.  Because 
we  cannot  be  certain  that  we  know  what 
portion  of  the  uncoded  drugs  and 
biologicals  cost  is  acquisition  cost 
versus  pharmacy  overhead  costs,  we 
have  no  compelling  reason  to 
redistribute  a  greater  amount  of  drug 
cost.  Without  being  able  to  calculate  an 
ASP  for  these  drugs  and  biologcials  and 
without  being  able  to  gauge  the 
magnitude  of  overhead  complexity 
associated  with  these  drugs  and 
biologicals,  we  do  not  believe  that  we 
should  assume  that  the  same  amount  of 
proportional  overhead  should  be 
redistributed. 

Comment:  One  commenter 
recommended  that  CMS  implement  a 
payment  rate  floor  of  ASP+4  percent  if 
the  current  methodology  is  not 
discontinued. 

Response:  We  do  not  see  a  need  to 
implement  a  payment  rate  floor  of 
ASP-i-4  percent.  We  believe  th&t  the  CY 


payment  for^average  acquisitioh  and 
pharmacy  overhead  costs  under  our 
standard  methodology  appropriately 
captures  the  cost  of  separately  payable 
drugs  and  biologicals  and  related 
pharmacy  overhead  for  those  drugs  and 
biologicals  and,  therefore,  a  payment 
floor  is  unnecessary.  We  proposed  and 
are  finalizaing  an  overhead  adjustment 
methodology  to  pay  for  separately 
payable  drugs  and  biologicals  at  what 
we  believed  was  an  appropriate  ASP+X 
payment  amount.  We  continue  to 
believe  that  this  methodology  is 
appropriate  for  CY  2011,  as  explained 
elsewhere  in  this  preamble.  In  addition, 
we  disagree  with  commenters  that  a 
payment  floor  of  specifically  ASP+4 
percent  should  be  implemented,  as 
there  is  no  data  or  evidence  to  support 
that  ASP+4  percent  is  an  appropriate 
amount  to  be  used  as  a  payment  floor 
for  the  payment  rate  for  separately  paid 
drugs  and  biologicals. 

Comment:  One  commenter 
recommended  that  CMS  pay  for  all 
separately  payable  drugs  and  biologicals 
at  ASP+14  percent  or  at  the  cost  for  all 
coded  drugs  and  biologicals  as 
presented  in  the  CY  2011  OPPS/ASC 
proposed  rule. 

Response:  We  disagree  with  the 
commenter  that  all  separately  payable 
drugs  and  biologicals  should  be  paid  at 
ASP+14  percent.  The  commenter  makes 
this  recommendation,  noting  that 
ASP+14  percent  was  the  cost  we  found 
in  the  proposed  rule  data  for  packaged 
and  separately  payable  drugs  and 
biologicals  that  have  HCPCs  codes. 
Paying  for  separately  payable  drugs  at 
this  payment  rate  would  deviate  from 
our  proposed  and  final  overhead 
adjustment  methodology  and  our 
standard  methodology,  as  it  would  pay 
for  separately  payable  drugs  and 
biologicals  at  the  cost  for  all  coded 
drugs.  As  we  noted  above,  we  do  not 
include  packaged  drugs  and  biologicals 
in  the  standard  analysis  because  cost 
data  for  these  items  are  already 
accounted  for  within  the  APC 
ratesetting  process  through  the  median 
cost  calculation  methodology  discussed 
in  section  IIA.2  of  this  final  rule  with 
comment  period.  To  include  the  costs  of 
coded  packaged  drugs  and  biologicals  in 
both  our  APC  ratesetting  process  (for 
associated  procedures  present  on  the 
same  claim)  and  in  our  ratesetting 
process  to  establish  an  equivalent 
average  ASP-based  payment  amount  for 
separately  payable  drugs  and  biologicals 
would  give  these  data  disproportionate 
emphasis  in  the  OPPS  by  skewing  our 
analyses,  as  the  costs  of  these  packaged 
items  would  be,  in  effect,  counted  twice. 
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Therefore,  we  find  no  basis  to  pay  for 
separately  payable  drugs  and  biologicals  * 
at  ASP+14  percent  under  our  overhead 
adjustment  methodology,  which 
redistributes  $200  million  in  cost  from 
coded  and  uncoded  packaged  drugs  and 
biologicals  to  separately  payable  drugs 
and  biologicals.  We  continue  to  believe 
that  redistributing  $200  million  under 
our  overhead  adjustment  methodology 
is  appropriate  for  CY  2011.  Therefore, 
for  CY  2011,  we  are  finalizing  our 
proposal  to  continue  our  CY  2010 
overhead  adjustment  methodology.  This 
methodology  results  in  a  redistribution 
of  $200  million  in  cost  from  packaged 
drugs  and  biologicals  to  separately 
payable  biologicals,  resulting  in  a 
payment  rate  of  ASP+5  percent  for  CY 
2011. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  to  continue  our  CY  2010 
redistribution  methodology.  Under  this- 
methodology,  we  will  redistribute  $150 
million  from  the  phairmacy  overhead 
cost  of  coded  packaged  drugs  and 
biologicals  with  an  ASP  and  will 
redistribute  $50  million  from  the  cost  of 
uncoded  packaged  drugs  and  biologicals 
for  a  total  of  $200  million  to  be 
redistributed  from  cost  in  coded  and 
uncoded  packaged  drugs  to  payment  for 
separately  payable  drugs  for  CY  2011. 

We  will  redistribute  pharmacy  overhead 
cost  among  drugs  and  biologicals. 
thereby  maintaining  the  estimated  total 
cost  of  drugs  and  biojogicals  in  our 
claims  data  (no  redistribution  of  cost 
would  occur  from  other  services  to 
drugs  and  biologicals  or  vice  versa).  The 
result  of  the  proposed  methodology 
when  applied  using  July  2010  ASP,  data 
for  claims  for  services  frirnished  during 
CY  2009  and  processed  through  the 
Common  Working  Pile  before  January  1, 
2010,  and  the  most  recent  submitted 
cost  reports  as  of  January  1,  2010,  is  a 
final  payment  rate  for  separately  paid 
drugs  and  biologicals  of  ASP+5  percent 
for  CY  2011.  We  will  continue  to 
include  the  claims  data  for  340B 
hospital  in  our  assessment  of  the  total 
cost  of  drugs  and  biologicals  that  we  use 
to  calculate  the  amount  above  ASP  that 
represents  pharmacy  overhead  under 
the  CY  2011  OPPS  for  the  reasons  stated 
above.  In  addition,  we  are  finalizing  our 
proposal  to  continue  to  pay  hospitals 
that  participate  in  the  340B  program  at 
the  same  rate  for  separately  payable 
drugs  and  biologicals  as  we  will  pay 
hospitals  that  do  not  participate  in  the 
340B  programs  for  CY  2011  because  we 
are  continuing  to  include  the  cost  of 
drugs  and  biologicals  furnished  by  340B 
hospitals  in  our  methodology.  In 


addition,  we  will  include  claims  from 
340B  hospitals  in  our  calculation  of  the 
final  payment  rate  for  separately  paid 
drugs  and  biologicals.  The  estimated 
payment  for  separately  payable  drugs 
and  biologicals  is  taken  into  account  in 
the  calculation  of  the  weight  scaler  that 
will  apply  to  the  relative  weights  for  all 
procedures  services  (but  will  not  apply 
to  separately  payable  drugs  and 
biologicals)  paid  under  the  OPPS,  as 
required  by  section  1833(t)(14)(H)  of  the 
Act. 

We  note  that  we  continue  to  pursue 
the  most  appropriate  methodology  for 
establishing  payment  for  drugs  and 
biologicals  under  the  OPPS  and  that  we 
will  continue  to  evaluate  the 
appropriateness  of  this  methodology 
when  we  establish  each  year’s  payment 
for  drugs  and  biologicals  under  the 
OPPS. 

We  note  that  separately  payable  drug 
and  biological  payment  rates  listed  in 
Addenda  A  and  B  to  this  final  rule  with 
comment  period,  which  illustrate  the 
final  CY  2011  payment  of  ASP+5 
percent  for  separately  payable  nonpass¬ 
through  drugs  and  nonimplantable 
biologicals  and  ASP+6  percent  for  pass¬ 
through  drugs  and  biologicals,  reflect 
either  ASP  information  that  is  the  basis 
for  calculating  payment  rates  for  drugs 
and  biologicals  in  the  physician’s  office 
setting  effective  October  1,  2010,  or 
mean  unit  cost  from  CY  2009  claims 
data  and  updated  cost  report 
information  available  for  this  final  rule 
with  comment  period.  In  general,  these 
published  payment  rates  are  not 
reflective  of  actual  January  2011 
payment  rates.  This  is  because  payment 
rates  for  drugs  and  biologicals  with  ASP 
information  for  January  2011  will  be 
determined  through  the  standard 
quarterly  process  where  ASP  data 
submitted  by  manufacturers  for  the 
third  quarter  of  2010  (July  1,  2010 
through  September  30,  2010)  are  used  to 
set  the  payment  rates  that  are  released 
for  the  quarter  beginning  in  January 
2011  ne^  the  end  of  December  2010.  In 
addition,  payment  rates  for  drugs  and 
biologicals  in  Addendum  A  and  B  to 
this  final  rule  with  comment  period  for 
which  there  was  no  ASP  information 
available  for  October  2010  are  based  on 
mean  unit  cost  in  the  available  CY  2009 
claims  data.  If  ASP  information  becomes 
available  for  payment  for  the  quarter 
beginning  in  January  2011,  we  will  price 
payment  for  these  drugs  and  biologicals 
based  on  their  newly  available  ASP 
information.  Finally,  there  may  be  drugs 
and  biologicals  that  have  ASP 
information  available  for  this  final  rule 
with  comment  period  (reflecting 
October  2010  ASP  data)  that  do  not  have 
ASP  information  available  for  the 


quarter  beginning  in  January  2011. 

These  drugs  and  biologicals  will  then  be 
paid  based  on  mean  unit  cost  data 
derived  from  CY  2009  hospital  claims. 
Therefore,  the  payment  rates  listed  in 
Addenda  A  and  B  to  this  final  rule  with 
comment  period  are  not  for  January 
2011  payment  purposes  and  are  only 
illustrative  of  the  CY  2011  OPPS 
payment  methodology  using  the  most 
recently  available  information  at  the 
time  of  issuance  of  this  final  rule  with 
comment  period. 

c.  Payment  Policy  for  Therapeutic 
Radiopharmaceuticals 

Beginning  in  the  CY  2005  OPPS  final  . 
rule  with  comment  period,  CMS 
exempted  radiopharmaceuticaf  ' 
manufacturers  from  reporting  ASP  data 
for  all  radiopharmaceuticals  for 
payment  purposes  under  the  OPPS.  (For 
more  information,  we  refer  readers  to 
the  CY  2005  OPPS  final  rule  with 
comment  period  (69  FR  65811)  and  the 
CY  2006  OPPS  final  rule  with  comment 
period  (70  FR  68655).)  Consequently, 
we  did  not  have  ASP  data  for 
radiopharrnaceuticals  for  consideration 
for  OPPS  ratesetting  until  we  began 
collecting  ASP  for  nonpass-through 
separately  paid  therapeutic 
radiopharrnaceuticals  for  CY  2010.  In 
accordance  with  section 
1833(t)(14)(B)(i)(I)  of  the  Act,  we  have 
classified  radiopharrnaceuticals  under 
the  OPPS  as  SCODs.  As  such,  we  have 
paid  for  radiopharrnaceuticals  at  average 
acquisition  cost  as  determined  by  the 
Secretary  and  subject  to  any  adjustment 
for  overhead  costs.  For  CYs  2006  and 
2007,  we  used  mean  unit  cost  data  from 
hospital  claims  to  determine  each 
radiopharmaceutical’s  packaging  status 
and  implemented  a  temporary  policy  to 
pay  for  separately  payable 
radiopharrnaceuticals  based  on  the 
hospital’s  charge  for  each 
radiopharmaceutical  adjusted  to  cost 
using  the  hospital’s  overall  CCR.  The 
methodology  of  providing  separate 
radiopharmaceutical  payment  based  on 
charges  adjusted  to  cost  through 
application  of  an  individual  hospital’s 
overall  CCR  for  CYs  2006  and  2007  was 
finalized  as  an  interim  proxy  for  average 
acquisition  cost. 

In  CY  2008,  we  packaged  payment  for 
all  diagnostic  radiopharrnaceuticals  and 
we  proposed  and  finalized  a 
methodology  to  provide  prospective 
payment  for  therapeutic 
radiopharrnaceuticals  (defined  as  those 
Level  II  HGfCS  codes  that  include  the 
term  “therapeutic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors)  using  mean  costs  derived 
from  the  CY  2006  claims  data,  where  the 
costs  were  determined  using  our 
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standard  methodology  of  applying 
hospital-specific  departmental  CCRs  to 
radiopharmaceutical  charges,  defaulting 
to  hospital-specific  overall  CCRs  only  if 
appropriate  departmental  CCRs  were 
unavailable  (72  FR  66772).  Following 
issuance  of  the  CY  2009  OPPS/ASC 
proposed  rule,  section  142  of  the 
Medicare  Improvements  for  Patients  and 
Providers  Act  of  2008  (Pub.  L.  110-275) 
amended  section  1833(t)(16)(C)  of  the 
Act,  as  amended  by  section  106(a)  of  the 
Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007  (Pub.  L.  110- 
173),  to  further  extend  the  payment 
period  for  therapeutic 
radiopharmaceuticals  based  on 
hospital’s  charges  adjusted  to  cost 
through  December  31,  2009.  Therefore, 
for  CY  2009,  we  finalized  a  policy  to 
continue  to  pay  hospitals  for  therapeutic 
radiopharmaceuticals  at  charges' 
adjusted  to  cost  through  the  end  of  CY 
2009. 

For  CY  2010,  we  proposed  and 
finalized  a  policy  to  pay  for  separately 
paid  therapeutic  radiopharmaceuticals 
under  the  ASP  methodology  adopted  for 
separately  payable  drugs  and 
biologicals;  We  allowed  manufacturers 
to  submit  the  ASP  data  in  a  patient- 
specific  dose  or  patient-ready  form  in 
order  to  properly  calculate  the  ASP 
amount  for  a  given  HCPCs  code.  This 
resulted  in  payment  for  nonpass¬ 
through  separately  paid  therapeutic 
radiopharmaceuticals  at  ASP+4  percent 
for  CY  2010  for  products  for  which  the 
manufacturer  submitted  ASP.  We  also 
finalized  a  policy  to  base  therapeutic 
radiopharmaceutical  payment  on  CY 
2008  mean  unit  cost  data  deriv'^ed  from 
hospital  claims  if  ASP  information  was 
unavailable. 

We  believe  that  the  rationale  outlined 
in  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60524 
through  60525)  continues  to  be 
appropriate  for  nonpass-through 
separately  payable  therapeutic 
radiopharmaceuticals  in  CY  2011. 
Therefore,  in  the  CY  2011  OPPS/ASC 
propo.sed  rule  (75  FR  46280),  we 
proposed  to  continue  to  pay  all 
nonpass-through,  separately  payable 
therapeutic  radiopharmaceuticals  under 
the  ASP+X  payment  level  established 
using  the  proposed  pharmacy  overhead 
adjustment  based  on  a  redistribution 
methodology  to  set  payment  for 
separately  payable  drugs  and  biologicals 
(as  discus.sed  in  section  V.B.3.b.)  ba.sed 
on  ASP  information,  if  available,  for  a 
“patient  ready”  dose  and  updated  on  a 
quarterly  basis  for  products  for  which 
manufacturers  report  ASP  data.  For  a 
full  discussion  of  how  a  “patient  ready” 
dose  is  defined,  we  refer  readers  to  the 
CY  2010  OPPS/ASC  final  rule  with 


comment  period,  74  FR  60520  through 
60521.  We  also  proposed  to  rely  on  CY 
2009  mean  unit  cost  data  derived  from 
hospital  claims  data  for  payment  rates 
for  therapeutic  radiopharmaceuticals  for 
which  ASP  data  are  unavailable  and  to 
update  the  payment  rates  for  separately 
payable  therapeutic 

radiopharmaceuticals,  according  to  our 
usual  process  for  updating  the  payment 
rates  for  separately  payable  drugs  and 
biologicals,  on  a  quarterly  basis  if 
updated  ASP  information  is  available. 

Comment:  A  majority  of  commenters 
supported  CMS’  proposal  to  continue  to 
pay  for  separately  payable  therapeutic 
radiopharmaceuticals  under  the  ASP+X 
payment  level  established  using  the 
proposed  pharmacy  overhead 
adjustment  based  on  a  redistribution 
methodology  to  set  payment  for 
separately  payable  drugs  .and  biologicals 
based  on  ASP  information,  if  available, 
for  a  “patient  ready”  dose  and  updated 
on  a  quarterly  basis  for  products  for 
which  manufacturers  report  ASP  data. 
One  commenter  supported  the  proposed 
payment  rate  for  nonpass-through 
separately  payable  drugs,  biologicals, 
and  therapeutic  radiophfffmaceuticals  at 
ASP+6  percent. 

Several  commenters  disagreed  with 
CMS’  proposal  to  rely  on  CY  2009  mean 
unit  cost  data  derived  from  hospital 
claims  data  for  payment  rates  for 
therapeutic  radiopharmaceuticals  for 
which  ASP  data  are  unavailable.  The 
commenters  suggested  that  CMS  instead 
use  hospital’s  charges  adjusted  to  cost 
when  ASP  data  are  unavailable  for 
nonpass-through  separately  payable 
therapeutic  radiopharmaceuticals.  Some 
commenters  also  recommended  that 
CMS  prpvide  cost-based  payment  to 
hospitals  when  ASP  is  not  available.  A 
few  commenters  further  noted  that  CMS 
should  require  all  manufacturers  of 
therapeutic  radiopharmaceuticals  to 
submit  ASP  data  for  all  therapeutic 
radiopharmaceuticals  currently  paid 
under  the  OPPS. 

Response:  We  appreciate  the 
commenters’  support.  We  continue  to 
believe  that  providing  payment  for 
therapeutic  radiopharmaceuticals  based 
on  ASP  or  mean  unit  cost  if  ASP 
information  is  not  available  would 
provide  appropriate  payment  for  these 
products.  When  ASP  data  are  not 
available,  we  believe  that  paying  for 
therapeutic  radiopharmaceuticals  using 
mean  unit  cost  would  appropriately  pay 
for  the  average  hospital  acquisition  and 
associated  handling  costs  of  nonpass^ 
through  separately  payable  therapeutic 
radiopharmaceuticals.  As  we  stated  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60523), 
although  using  mean  unit  cost  for 


payment  for  therapeutic 
radiopharmaceuticals  when  ASP  data 
are  not  available  is  not  the  usual  OPPS 
process  (that  relies  on  alternative  data 
source,  such  as  WAC  or  AWP,  when 
ASP  information  is  temporarily 
unavailable,  prior  to  defaulting  to  the 
mean  unit  cost  from  hospital  claims 
data),  we  continue  to  believe  that  WAC 
or  AWP  is  not  an  appropriate  proxy  to 
provide  OPPS  payment  for  average 
therapeutic  radiopharmaceutical 
acquisition  cost  and  associated  handling 
costs  when  manufacturers  are  not 
required  to  submit  ASP  data.  In 
addition,  we  do  not  believe  that  we 
should  provide  payment  at  charges 
reduced  to  cost  or  reasonable  cost  when 
ASP  data  is  not  available.  We  have 
stated  previously,  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period, 
that  we  continue  to  believe  that 
payment  on  a  claim-specific  basis  is  not 
consistent  with  the  payment  of  items 
and  services  on  a  prospective  basis 
under  the  OPPS  and  may  lead  to 
extremely  high  or  low  payments  to 
hospitals  for  radiopharmaceuticals,  even 
when  those  products  would  be  expected 
to  have  relatively  predictable  and 
consistent  acquisition  and  handling 
costs  across  individual  clinical  cases 
and  hospitals.  For  CY  2011,  Medicare 
pays  for  only  a  few  outpatient  services 
at  reasonable  cost,  which  are  not  paid 
under  the  OPPS  but  through  cost  report 
settlement.  These  include  but  are  not 
limited  to  corneal  tissue  acquisition, 
and  influenza  vaccines.  Corneal  tissue 
acquisition  and  influenza  vaccines  are 
paid  at  reasonable  cost  because  the 
input  costs  for  future  years  are  hugely 
unpredictable  and  to  set  a  prospective 
payment  rate  for  them  may  result  in 
payment  that  is  so  deficient  that 
hospitals  would  not  be  able  to  provide 
the  services  and  the  general  public 
could  be  denied  the  benefits.  In 
particular,  it  is  not  possible  to  forecast 
with  confidence  what  the  cost  of 
influenza  vaccine  would  be  a  year  in 
advance.  In  contrast,  however,  the  input 
costs  of  therapeutic 
radiopharmaceuticals  are  not  hugely 
unpredictable.  Therefore,  we  do  not 
believe  that  therapeutic 
radiopharmaceuticals  should  be  paid  in 
the  same  manner  as  outpatient  services 
paid  at  reasonable  cost.  We  continue  to 
believe  thu^t  when  ASP  data  are 
unavailable  for  therapeutic 
radiopharmaceuticals,  payment  based 
upon  mean-unit  cost  is  an  appropriate 
proxy  for  hospital's  acquisition  and 
handling  data. 

We  disagree  with  the  commenters 
who  suggested  that  CMS  require  all 
manufacturers  of  therapeutic 
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radiopharmaceuticals  to  submit  ASP 
data  for  all  therapeutic 
radiopharmaceuticals  currently  paid 
under  the  OPPS.  We  continue  to  believe 
that  requiring  ASP  data  for  all 
therapeutic  radiopharmaceuticals 
currently  paid  under  the  OPPS  would 
potentially  be  burdensome  for 
manufacturers.  As  we  stated  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60524),  the 
challenges  involved  in  reporting  ASP 
for  a  radiopharmaceutical,  given  the 
variety  of  manufacturing  processes,  are 
significant  in  some  cases  and,  therefore, 
payment  based  on  mean  unit  cost  from 
historical  hospital  claims  data  offers  the 
best  proxy  for  average  hospital 
acquisition  cost  and  associated  handling 
costs  for  a  radiopharmaceutical  in  the 
absence  of  ASP.  We  continue  to  believe 
that  we  should  allow,  but  not  require, 
manufacturers  to  submit  ASP 
information  for  therapeutic 
radiopharmaceuticals.  If  ASP 
information  is  unavailable  for  a 
therapeutic  radiopharmaceutical, 
meaning  that  a  manufacturer  is  not 
willing  or  not  able  to  submit  ASP 
information,  we  will  provide  payment 
based  on  the  mean  unit  cost  of  the 
product  that  is  applicable  to  payment 
rates  for  the  year  the  nonpass-through 
therapeutic  radiopharmaceutical  is 
administered. 

Comment:  One  commenter  stated  that 
while  it  supported  paying  separately 
payable  therapeutic 

radiopharmaceuticals  under  the  ASP+X 
payment  methodology  established  in  the 
CY  2011  proposed  rule,  it  believed  that 
payment  for  radiopharmaceuticals 
should  be  made  at  a  higher  level  than 
other  drugs  and  biologicals  because  of 
the  unique  pharmacy  handling  and 
overhead  costs  association  with 
radiopharmaceuticals.  The  commenter 
therefore  recommerrded  that  CMS  pay 
for  radiopharmaceuticals  at  a  payment 
rate  of  at  least  ASP+10  percent  while 
continuing  to  develop  detailed  data  on 
the  overhead  and  handling  costs 
associated  with  radiopharmaceuticals. 

Response:  We  continue  to  believe  that 
paying  for  therapeutic 
radiopharmaceuticals  under  the  ASP+X 
payment  amount  established  for 
separately  payable  drugs  and 
biologicals,  established  at  ASP-i-5 
percent  for  CY  2011,  is  the  most 
appropriate  proxy  for  acquisition  and 
pharmacy  overhead  and  handling  costs 
for  separately  payable  therapeutic 
radiopharmaceuticals.  As  we  stated  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60522),  we 
established  our  interpretation  of 
“patient-ready”  for  purposes  of  the 
OPPS  to  mean  the  ASP,  reported  in 


terms  that  reflect  the  applicable  HCPCS 
code  descriptor,  for  all  component 
materials  of  the  radiopharmaceutical 
and  any  additional  processing, 
including  radiolabeling,  that  is  reflected 
in  the  price  the  manufacturer  charges 
for  the  radiopharmaceutical  so  long  as 
the  fees  paid  for  such  additional 
processing  meet  the  “bona  fide  service 
fee”  test  under  the  regulations 
implementing  section  1847A  of  the  Act. 
We  explicitly  noted  that  becau.se 
radiopharriiaceuticals  uniquely  require 
radiolabeling  of  their  component 
materials,  we  believe  that,  for  purposes 
of  OPPS  ASP  reporting,  radiolabeling  . 
could  constitute  a  bona  fide  service  on 
behalf  of  the  manufacturer  and  the  fees 
could  meet  the  “bona  fide  .service  fee” 
test.  Given  our  position  on 
radiolabeling,  we  similarly  believe  that 
significant  processing  costs  associated 
with  handling  radiopharmaceuticals 
may  be  reflected  in  the  prices  used  to 
calculate  the  manufacturer’s  ASP  data 
for  OPPS  purposes.  Therefore,  the 
combined  single  payment  for  nonpass¬ 
through  separately  payable  therapeutic 
radiopharmaceutical  acquisition  and 
overhead  costs  embodied  in  the  ASP-i-5 
percent  payment  rate  for  CY  2011  would 
address  any  other  processing  after  the 
sale  by  the  manufacturer,  and  we 
continue  to  believe  this  payment  is 
sufficient  for  these  additional  handing 
costs  borne  by  the  hospital.  Under  this 
interpretation  of  “patient-ready”  dose, 
we  do  not  believe  that  making  an 
additional  payment  for  more  intensive 
handling  costs  is  necessary.* 

'•  Comment:  One  commenter  indicated 
that  CMS  did  not  publish  a  payment 
rate  that  reflected  the  most  recently 
available  price  for  HCPCS  code  A9545 
(Iodine  1-131  tositumomab,  therapeutic, 
per  treatment  dose)  in  the  CY  2011 
OPPS/ASC  proposed  rule.  The 
commenter  noted  that  the  payment  rate 
published  in  the  proposed  rule  reflected 
second  quarter  ASP  instead  of  the  third 
quarter  ASP.  The  commenter  suggested 
that  CMS  ensure  that  the  CY  2011  final 
rule  payment  rate  reflects  the  most 
current  ASP  data  for  HCPCS  code 
A9545. 

Response:  The  proposed  payment  rate 
published  in  Addenda  A  and  B  to  the 
CY  2011  OPPS/ASC  proposed  rule  for 
HCPCS  code  A9545  reflected  second 
quarter  ASP  payment  rates  as  of  April 
1,  2010.  We  disagree  with  the 
commenter’s  assertion  that  we  should 
have  published  the  ASP  released  for  the 
third  quarter  of  2010  or  ASP  payment 
rates  as  of  July  1,  2010.  We  do  not 
include  payment  rates  in  Addenda  A 
and  B  reflecting  third  quarter.ASP 
payment  rates  (July  payment  rates)  for 
proposed  rules  becausie  ASP  pricing 


information  for  the  third  quarter  of  2010 
was  not  available,  at  the  time  of  the 
development  of  the  proposed  rule,  As 
we  state  above,  separately  payable  drug 
and  biological  payment  rates  li.sted  in 
Addenda  A  and  B  of  this  final  rule  with 
comment  period,  which  illustrate  the 
final  CY  2011  payment  of  ASP+5 
percent  for  separately  payable  nonpass¬ 
through  drugs,  reflect  either  ASP 
information  effective  October  1,  2010,  or 
mean  unit  cost  from  CY  2009  claims 
data  and  updated  cost  report 
information  available  for  this  final  rule 
with  comment  period.  In  general,  these 
published  payment  rates  are  not 
reflective  of  actual  January  2011 
payment  rates.  This  is  because.payment 
rates  for  drugs  and  biologicals  with  ASP 
information  for  January  2011  will  be 
determined  through  the  standard 
quarterly  process  where  ASP  data 
submitted  by  manufacturers  for  the 
third  quarter  of  2010  (July  1,  2010 
through  September  30,  2010)  are  used  to 
set  the  payment  rates  that  are  released 
'  for  the  quarter  beginning  in  January 
2011  near  the  end  of  December  2010. 
The  payment  rate  for  HCPCS  code 
A9545  is  contained  in  Addenda  A  and 
B  of  this  final  rule  with  comment 
period. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  propo.sal,  without 
modification,  to  continue  to  pay  all 
nonpass-through,  separately  payable 
therapeutic  radiopharmaceuticals  under 
the  ASP+X  payment  level  established 
using  the  pharmacy  overhead 
adjustment  based  on  a  redistribution 
methodology  to  set  payment  for 
separately  payable  drugs  and  biologicals 
(as  discussed  in  section  V.B.3.b.  of  this 
final  rule  with  comment  period)  based 
on  ASP  information,  if  available,  for  a 
“patient  ready”  dose  and  updated  on  a 
quarterly  basis  for  products  for  which 
manufacturers  report  ASP  data.  For  CY 
2011,  nonpass-through  separately 
payable  therapeutic 
radiopharmaceuticals  will  be  paid  at 
ASP+5  percent  under  the  ASP+X 
.payment  methodology  for  nonpass¬ 
through  separately  payable  drugs  and 
biologicals.  We  will  base  nonpass¬ 
through,  separately  payable  therapeutic 
radiopharmaceutical  payment  rates  on 
niean  unit  cost  derived  from  CY  2009 
claims  data  when  ASP  pricing  is  not 
available.  The  final  CY.2011  payment 
rates  for  nonpass-through  separately 
payable  therapeutic 
radiopharmaceuticals  are  included  in 
Addenda  A  and  B  to  this  final  rule  with 
comment  period. 
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4.  Payment  for  Blood  Clotting  Factors 

For  CY  2010,  we  provided  payment 
for  blood  clotting  factors  under  the  same 
methodology  as  other  nonpass-through 
separately  payable  drugs  and  biologicals 
under  the  OPPS  and  continued  paying 
an  updated  furnishing  fee.  That  is,  for 
CY  2010,  we  provided  payment  for 
blood  clotting  factors  under  the  OPPS  at 
ASP+4  percent,  plus  an  additional 
payment  for  the  furnishing  fee.  We  note 
that  when  blood  clotting  factors  are 
provided  in  physicians’  offices  under 
Medicare  Part  B  and  in  other  Medicare 
settings,  a  furnishing  fee  is  also  applied 
to  the  payment.  The  CY  2010  updated 
furnishing  fee  is  SO. 170  per  unit. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46280),  we  proposed  to  pay 
for  blood  clotting  factors  at  ASP-i-6 
percent,  consistent  with  our  proposed 
payment  policy  for  other  nonpass¬ 
through  separately  payable  drugs  and 
biologicals,  and  to  continue  our  policy 
for  payment  of  the  furnishing  fee  using 
an  updated  amount.  The  furnishing  fee 
update  is  based  on  the  percentage 
increase  in  the  Consumer  Price  Index 
(CPI)  for  medical  care  for  the  1 2-month 
period  ending  with  June  of  the  previous 
year.  Because  the  Bureau  of  Labor 
Statistics  releases  the  applicable  CPI 
data  after  the  MPFS  and  OPPS/ASC 
proposed  rules  are  published,  we  are 
not  able  to  include  the  actual  updated 
furnishing  fee  in  the  proposed  rules. 
Therefore,  in  accordance  with  our 
policy,  as  finalized  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66765),  we  proposed  to 
announce  the  actual  figure  for  the 
percent  change  in  the  applicable  CPI 
and  the  updated  furnishing  fee 
calculated  based  on  that  figure  through 
applicable  program  instructions  and 
posting  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ 
McrPartBDrugAvgSalesPrice/ . 

Comment:  A  few  commenters 
supported  CMS’  proposal  to  continue  to 
apply  the  furnishing  fee  for  blood 
clotting  factors  provided  in  the  OPD. 
One  commenter  stated  that  the 
furnishing  fee  helps  ensure  patient 
access  to  blood  clotting  factors  by 
increasing  the  payment  rate  for  these 
items.  Other  commenters  supported 
payment  for  blood  clotting  factors  at  no 
less  than  ASP+6  percent  for  CY  2011 
and  stated  that  payment  at  less  than 
ASP+6  percent  for  all  drugs  and 
biologicals,  especially  blood  clotting 
factors  and  all  drugs  and  biologigals,  is 
inappropriate.  Finally,  one  commenter 
supported  the  payment  of  blood  clotting 
factors  at  the  same  rate  that  applies  to 
other  nonpass-through  separately 


payable  drugs  and  biologicals  in  tbe 
OPD. 

Response:  We  appreciate  the 
commenters’  support.  We  continue  to 
believe  that  applying  the  furnishing  fee 
for  blood  clotting  factors  is  appropriate 
for  CY  2011.  However,  we  see  no 
compelling  reason  to  provide  payment 
for  blood  clotting  factors  under  a 
different  methodology  for  OPPS 
purposes  at  this  time.  For  CY  2011, 
under  this  final  rule  with  comment 
period,  we  will  pay  for  blood  clotting 
factors  under  the  same  methodology  as 
other  separately  payable  drugs  and 
biologicals  under  the  OPPS  and  to 
continue  paying  an  updated  furnishing 
fee.  For  the  reasons  we  discuss  in 
section  V.B.3.  of  this  final  rule  with 
comment  period,  we  believe  that  the 
payment  rate  of  ASP+5  percent  is 
appropriate  payment  for  the  acquisition 
cost  and  pharmacy  overhead  related  to 
drugs  and  biologicals  that  are  not 
packaged,  which  includes  blood  clotting 
factors.  In  addition,  because  we 
recognize  that  there  is  additional  work 
involved  in  acquiring  the  product,  that 
is  neither  acquisition  cost  nor  pharmacy 
overhead,  we  believe  that  it  continues  to 
be  appropriate  to  pay  a  furnishing  fee 
for  blood  clotting  factors  under  the 
OPPS  as  is  done  in  the  physician’s 
office  setting  and  the  inpatient  hospital 
setting. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  provide 
payment  for  blood  clotting  factors  under 
the  same  methodology  as  other 
separately  payable  drugs  and  biologicals 
under  the  OPPS  and  to  continue  paying 
an  updated  furnishing  fee.  We  will 
announce  the  actual  figure  for  the 
percent  change  in  the  applicable  CPI 
and  the  updated  furnishing  fee 
calculation  based  on  that  figure  through 
the  applicable  program  instructions  and. 
postings  on  the  CMS  Web  site. 

5.  Pa3fment  for  Nonpass-Through  Drugs, 
Biologicals,  and  Radiopharmaceuticals 
With  HCPCS  Codes,  But  Without  OPPS 
Hospital  Claims  Data 

The  Medicare  Prescription  Drug, 

•  Improvement,  and  Modernization  Act  of 
2003  (Pub.  L.  108-173)  does  not  address 
the  OPPS  payment  in  CY  2005  and  after 
for  drugs,  biologicals,  and 
radiopharmaceuticals  that  have  assigned 
HCPCS  codes,  but  that  do  not  have  a 
reference  AWP  or  approval  for  payment 
as  pass-through  drugs  or  biologicals. 
Because  there  is  no  statutory  provision 
that  dictated  payment  for  such  drugs, 
biologicals,  and  radiopharmaceuticals  in 
CY  2005,  and  because  we  had  no 
hospital  claims  data  to  use  in  '  .  i 


establishing  a  payment  rate  for  them,  we 
investigated  several  payment  options  for 
CY  2005  and  discussed  them'in  detail 
in  the  CY  2005  OPPS  final  rule  with 
comment  period  (69  FR  65797  through 
65799). 

For  CYs  2005  to  2007,  we 
implemented  a  policy  to  provide 
separate  payment  for  new  drugs, 
biologicals,  and  radiopharmaceuticals 
with  HCPCS  codes  (specifically  those 
new  drug,  biological,  and 
radiopharmaceutical  HCPCS  codes  in 
each  of  those  calendar  years  that  did  not 
crosswalk  to  predecessor  HCPCS  codes) 
but  which  did  not  have  pass-through 
status,  at  a  rate  that  was  equivalent  to 
the  payment  they  received  in  the 
physician’s  office  setting,  established  in 
accordance  with  the  ASP  methodology 
for  drugs  and  biologicals,  and  based  on 
charges  adjusted  to  cost  for 
radiopharmaceuticals.  For  CYs  2008  and 
2009,  we  finalized  a  policy  to  provide 
payment  for  new  drugs  (excluding 
contrast  agents  and  diagnostic 
radiopharmaceuticals)  and  biologicals 
(excluding  implantable  biologicals  for 
CY  2009)  with  HCPCS  codes,  but  which 
did  not  have  pass-through  status  and 
were  without  OPPS  hospital  claims 
data,  at  ASP+5  percent  and  ASP+4 
percent,  respectively,  consistent  with 
the  final  OPPS  payment  methodology 
for  other  separately  payable  drugs  and 
biologicals.  New  therapeutic 
radiopharmaceuticals  were  paid  at 
charges  adjusted  to  cost  based  on  the 
statutory  requirement  for  CY  2008  and 
CY  2009  and  payment  for  new 
diagno.stic  radiopharmaceuticals  was 
packaged  in  both  years.  For  CY  2010,  we 
continued  to  provide  payment  for  new 
drugs  (excluding  contrast  agents),  and 
nonimplantable  biologicals  with  HCPCS 
codes  that  do  not  have  pass-through 
status  and  are  without  OPPS  hospital 
claims  data,  at  ASP+4  percent, 
consistent  with  the  CY  2010  payment 
methodology  for  other  separately 
payable  nonpass-through  drugs,  and 
nonimplantable  biologicals.  We  also 
finalized  a  policy  to  extend  the  CY.2009 
payment  methodology  to  new 
therapeutic  radiopharmaceutical  HCPCS 
codes,  consistent  with  our  final  policy 
providing  separate  payment  for 
therapeutic  radiopharmaceuticals  in  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60581  through 
60526),  that  do  not  crosswalk  to  CY 
2009  HCPCS  codes,  do  not  have  pass¬ 
through  status,  and  are  without  OPPS 
hospital  claims  data,  at  ASP+4  percent. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46281),  for  CY  2011,  we 
proposed  to  continue  the  CY  2010 
payment  methodology  for  new  drugs 
(excluding  contrast  agents  and 
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diagnostic  radiopharmaceuticals) , 
nonimplautable  biologicals,  and 
therapeutic  radiopharmaceuticals  that 
meet  the  following  conditions;  Those 
drugs,  biologicals  and  therapeutic 
radiopharmaceuticals  that  have  HCPCS 
codes  that  do  not  crosswalk  to  CY  2010 
HCPCS  codes,  those  that  do  not  have 
pass-through  status,  and  those  that  are 
without  OPPS  hospital  claims  data.  We 
proposed  to  provide  payment  for  new 
CY  2011  drugs  (excluding  contrast 
agents  and  diagnostic 
radiopharmaceuf icals) ,  nonimplantable 
biologicals,  and  therapeutic 
radiopharmaceuticals,  at  ASP+6 
percent,  consistent  with  the  proposed 
CY  2011  payment  methodology  for  other 
separately  payable  nonpass-through 
drugs,  nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals.  We 
indicated  that  we  believe  this  proposed 
policy  would  ensure  that  new  nonpass¬ 
through  drugs,  nonimplantable 
biologicals,  and  therapeutic 
radiopharmaceuticals  would  be  treated 
like  other  drugs,  nonimplantable 
biologicals,  and  therapeutic 
radiopharmaceuticals  under  the  OPPS, 
unless  they  are  granted  pass-through 
status.  Only  if  they  are  pass-through 
drugs,  nonimplantable  biologicals,  or 
therapeutic  radiopharmaceuticals  would 
they  receive  a  different  payment  for  CY 
2011,  generally  equivalent  to  the 
payment  these  drug  and  biologicals 
would  receive  in  the  physician’s  office 
setting,  consistent  with  the 
requirements  of  the  statute. 

We  proposed  to  continue  our  CY  2010 
policy  of  packaging  payment  for  all  new 
nonpass-through  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  with 
HCPCS  codes  but  without  claims  data 
(those  new  CY  2011  diagnostic 
radiopharmaceutical,  contrast  agent, 
and  implantable  biological  HCPCS 
codes  that  do  not  crosswalk  to 
predecessor  HCPCS  codes),  consistent 
with  the  proposed  packaging  of  all 
existing  nonpass-through  diagnostic 
radiopharmaceuticals,  contrast  agents 
and  implantable  biologicals  (as. 
discussed  in  more  detail  in  section 
V.B.2.d.  and  IV.A.2.  of  this  final  rule 
with  comment  period). 

In  accordance  with  the  OPPS  ASP 
methodology,  in  the  absence  of  ASP 
data,  for  CY  2011,  we  proposed  to 
continue  the  policy  we  implemented 
beginning  in  CY  2005  of  using  the  WAC 
for  the  product  to  establish  the  initial 
payment  rate  for  new  nonpass-through 
drugs  and  biologicals  with  HCPCS 
codes,  but  which  are  without  OPPS 
claims  data.  However,  we  noted  that  if 
the  WAC  is  also  unavailable,  w'e  would 
make  payment  at  95  percent  of  the 


product’s  most  recent  AWP.  We  also 
proposed  to  assign  status  indicator  “K” 
to  HCPCS  codes  for  new  drugs  and 
nonimplantable  biologicals  without 
OPPS  claims  data  and  for  which  we 
have  not  granted  pass-through  status. 

We  further  noted  that,  with  respect  to 
new  items  for  which  we  dp  not  have 
ASP  data,  once  their  ASP  data  become 
available  in  later  quarterly  submissions, 
their  payment  rates  under  the  OPPS 
would  be  adjusted  so  that  the  rates 
would  be  based  on  the  ASP 
methodology  and  set  to  the  finalized 
ASP -based  amount  (proposed  for  CY 
2011  at  ASP+6  percent)  for  items  that  ■ 
have  not  been  granted  pass-through 
status.  We  indicated  that  the  proposed 
policy  would  ensure  that  new  nonpass¬ 
through  drugs,  nonimplantable 
biologicals,  and  therapeutic 
radiopharmaceuticals  would  be  treated 
like  other  drugs,  nonimplantable 
biologicals,  and  therapeutic 
radiopharmaceutical's  under  the  OPPS, 
unless  they  are  granted  pass-through 
status.  Only  if  they  are  pass-through 
drugs,  nonimplantable  biologicals,  or 
therapeutic  radiopharmaceuticals  would 
they  receive  a  different  payment  for  CY 
2011,  generally  equivalent  to  the 
payment  these  drugs  and  biologicals 
would  receive  in  the  physician’s  office 
setting,  consistent  with  the 
requirements  of  the  statute. 

We  did  not  receive  any  public 
comments  specific  to  these  proposals. 
While  commenters  generally  supported 
our  proposal  to  pay  for  separately 
payable  drugs  at  ASP+6  percent  and 
recommended  that  we  pay  no  less  than 
ASP+6  percent  for  separately  payable 
drugs  in  CY  2011,  these  comments  were 
not  specific  to  new  drugs  and 
biologicals  with  HCPCS  codes  but 
without  OPPS  claims  data.  For  more 
information  regarding  payment  for 
separately  payable  drugs,  including 
general  public  coniments  and  our 
responses,  we  refer  readers  to  section 
V.B.S.b  of  this  final  rule  with  comment 
period.  In  addition,  commenters  on  the 
CY  2011  OPPS/ASC  proposed  rule 
objected  to  packaging  payment  for 
diagnostic  radiopharmaceuticals  and 
contrast  agents  in  general,  but  these 
comments  were  not  directed  to  new 
diagnostic  radiopharmaceuticals  or 
,  contrast  agents  with  HCPCS  codes  but 
without  OPPS  claims  data.  We 
summarize  these  comments  and  provide 
our  response  in  section  V.A.2.d.  of  this 
final  rule  with  comment  period. 

We  are  finalizing  our  CY  2011 
proposal,  without  modification,  as 
follows:  Payment  for  new  drugs 
(excluding  contrast  agents  and 
diagnostic  radiopharmaceuticals) , 
nonimplantable  biologicals,  and 


therapeutic  radiopharmaceuticals  with 
HCPCS  codes  that  do  not  crosswalk  to 
CY  2010  HCPCS  codes,  but  which  do 
not  have  pass-through  status  and  for 
which  we  do  not  have  OPPS  hospital 
claims  data,  will  be  made  at  ASP+5 
percent  for  CY  2011,  consistent  with  the 
proposed  CY  2011  payment 
methodology  for  other  new  separately 
payable  nonpass-through  drugs, 
nonimplantable  biologicals  and 
therapeutic  radiopharmaceuticals,  for 
this  final  rule  with  comment  period.  In 
cases  where  ASP  information  is  not 
available,  payment  will  be  made  using 
WAC,  and,  if  WAC  is  also  unavailable, 
payment  will  be  made  at  95  percent  of 
the  product’s  most  recent  AWP.  Further, 
payment  for  all  new  nonpass-through 
diagnostic  radiopharmaceuticals, 
contrast  agents,  and  implantable 
biologicals  with  HCPCS  codes  but  for 
which  we  do  not  have  OPPS  claims  data 
will  be  packaged  for  CY  2011.  Finally, 
we  are  assigning  status  indicator  “K”  to 
HCPCS  codes  for  new  drugs  and 
nonimplantable  biologicals  for  which 
we  do  not  have  OPPS  claims  data  and 
for  which  we  have  not  granted  pass¬ 
through  status  for  CY  2011.  With  respect 
to  new  items  for  which  we  do  not  have 
ASP  data,  once  their  ASP  data  becomes 
available  in  later  quarterly  submissions, 
their  payments  will  be  adjusted  so  that 
the  rates  will  he  based  on  the  ASP 
methodology  and  set  to  the  finalized 
ASP  amount  of  ASP+5  percent.  This 
policy  will  ensure  that  they  are  paid  for 
actual  acquisition  cost  and  pharmacy 
overhead  for  these  new  products. 

For  CY  2011,  we  also  proposed  to 
continue  our  CY  2010  policy  to  base 
payment  for  new  therapeutic 
radiopharmaceuticals  with  HCPCS 
codes,  hut  which  do  not  have  pass¬ 
through  status  and  for  which  we  do  not 
have  claims  data,  on  the  WACs  for  these 
products  if  ASP  data  for  these 
therapeutic  radiopharmaceuticals  are 
not  available.  If  the  WACs  are  also 
unavailable,  we  proposed  to  make 
payment  for  a  new  therapeutic 
radiopharmaceutical  at  95  percent  of  the 
product’s  most  recent  AWP  because  we 
would  not  have  mean  costs  from 
hospital  claims  data  upon  which  to  base 
payment.  Analogous  to  new  drugs  and 
biologicals,  we  proposed  to  continue 
our  policy  of  assigning  status  indicator 
“K”  to  HCPCS  codes  for  new  therapeutic 
radiopharmaceuticals  without  OPPS 
claims  data  for  which  we  have  not 
granted  pass-through  status. 

We  did  not  receive  any  public 
comments  specific  to  our  proposal  for 
new  therapeutic  radiopharmaceuticals 
with  HCPCS  codes  hut  without  pass¬ 
through  status.  However,  commenters 
on  the  CY  2011  OPPS/ASC  proposed 
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rule  were  generally  supportive  of  the 
ASP  methodology  for  payment  for 
therapeutic  radiopharmaceuticals  in  the 
HOPE),  and  we  are  finalizing  an  ASP 
payment  methodology  for  separately 
payable  therapeutic 
radiopharmaceuticals  for  CY  2011,  as 
discussed  in  section  V.B.3.C.  of  this  final 
rule  with  comment  period. 

We  are  finalizing  our  CY  2011 
proposals,  without  modification,  to 
provide  payment  for  new  therapeutic 
radiopharmaceuticals  with  HCPCS 
codes  but  without  pass-through  status,  if 
ASP  information  is  not  available,  based 
on  WAC.  If  WAC  information  is  also 
unavailable,  we  will  make  payment  for 
new  therapeutic  radiopharmaceuticals 
at  95  percent  of  the  product’s  most 
recent  AWP.  In  addition,  we  are 
assigning  status  indicator  “K”  to  HCPCS 
codes  for  new  therapeutic 
radiopharmaceuticals  in  CY  2010  that 
do  not  have  pass-through  status. 

Consistent  with  other  ASP -based 
payments,  for  CY  2011,  we  proposed  to 
announce  any  changes  to  the  payment 
amounts  for  new  drugs  and  biologicals 
in  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period  and  also  on  a 
quarterly  basis  on  the  CMS  Web  site 
during  CY  2011  if  later  quarter  ASP 
submissions  (or  more  recent  WACs  or 
AWPs)  indicate  that  changes  to  the 
payment  rates  for  these  drugs  and 
biologicals  are  necessary.  The  payment 
rates  for  new  therapeutic 
radiopharmaceuticals  will  also  be 
changed  accordingly,  based  on  later 
quarter  ASP  submissions.  We  note  that 
the  new  CY  2011  HCPCS  codes  for 
drugs,  biologicals,  and  therapeutic 
radiopharmaceuticals  were  not  available 
at  the  time  of  development  of  the 
proposed  rule.  However,  they  are 
included  in  Addendum  B  to  this  CY 
2011  OPPS/ASC  final  rule  with 
comment  period.  They  are  assigned 
comment  indicator  “NI”  in  Addendum  B 
to  reflect  that  their  interim  final  OPPS 
treatment  is  open  to  public  comment  on 
this  CY  2011  OPPS/ASC  final  rule  with 
comment  period. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  announce, 
via  the  CMS  Web  site,  any  changes  to 
the  OPPS  payment  amounts  for  new 
drugs  and  biologicals  on  a  quarterly 
basis.  Therefore,  we  are  finalizing  our 


proposal  and  will  update  payment  rates 
for  new  drugs,  biologicals,  and 
therapeutic  radiopharmaceuticals,  as 
necessary,  in  association  with  our 
quarterly  update  process  and  provide 
this  information  on  the  CMS  Web  site. 

There  are  several  nonpass-through 
drugs  and  biologicals  that  were  payable 
in  CY  2009  and/or  CY  2010,  for  which 
we  did  not  have  CY  2009  hospital 
claims  data  available  for  the  proposed 
rule  and  for  which  there  are  no  other 
HCPCS  codes  that  describe  different 
doses  of  the  same  drug.  These  drugs  and 
biologicals  do  have  pricing  information 
available  for  the  ASP  methodology.  In 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR46281),  we  noted  that  there  are 
currently  no  therapeutic 
radiopharmaceuticals  in  this  category. 

In  order  to  determine  the  packaging 
status  of  these  products  for  CY  2011,  we 
calculated  an  estimate  of  the  per  day 
cost  of  each  of  these  items  by 
multiplying  the  payment  rate  for  each 
product  based  on  ASP+6  percent, 
similar  to  other  nonpass-through  drugs 
and  biologicals  paid  separately  under 
the  OPPS,  by  an  estimated  average 
number  of  units  of  each  product  that 
would  typically  be  furnished  to  a 
patient  during  one  administration  in  the 
hospital  outpatient  setting.  We  proposed 
to  package  items  for  which  we  estimated 
the  per  administration  cost  to  be  less 
than  or  equal  to  $70,  which  was  the 
general  packaging  threshold  that  we 
proposed  for  drugs,  nonimplantable 
biologicals,  and  therapeutic 
radiopharmaceuticals  in  CY  2011.  We 
proposed  to  pay  separately  for  items 
with  an  estimated  per  day  cost  greater 
than  $70  (with  the  exception  of 
diagnostic  radiopharmaceuticals, 
contrast  agents,  and  implantable 
biologicals,  which  we  proposed  to 
continue  to  package  regardless  of  cost 
(as  discussed  in  more  detail  in  section 
V.B.2.d.  of  this  final  rule  with  comment 
period))  in  CY  2011.  We  proposed  that 
the  CY  2011  payment  for  separately 
payable  items  without  CY  2009  claims 
data  vCrould  be  ASP+6  percent,  similar  to 
payment  for  other  separately  payable 
nonpass-through  drugs  and  biologicals 
under  the  OPPS.  In  accordance  with  the 
ASP  methodology  used  in  the 
physician’s  office  setting,  in  the  absence 


of  ASP  data,  we  proposed  to  use  the 
WAC  for  the  product  to  establish  the 
initial  payment  rate.  However,  we  noted 
that  if  the  WAC  is  also  unavailable,  we 
would  make  payment  at  95  percent  of 
the  most  recent  AWP  available. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  use 
estimated  per  day  costs  for  these  drugs 
and  biologicals  or  on  the  resulting 
packaging  status  of  these  drugs  and 
biologicals.  However,  upon  receiving 
updated  CY  2009  claims  data  for  HCPCS 
codes  J1835  (Injection,  itraconazole,  50 
mg),  J2724  (Injection,  protein  c 
concentrate,  intravenous,  human  10  iu) 
and  CPT  code  90725  (Cholera  vaccine 
for  injectable  use),  for  this  final  rule 
with  comment  period,  we  determined 
that  we  no  longer  needed  to  calculate  an 
estimated  average  number  of  units  for 
these  two  items.  Therefore,  for  CY  2011, 
we  calculated  the  packaging  status  for 
HCPCS  codes  J1835  and  J2724  using  our 
standard  methodology  as  described 
above.  These  codes  and  their  packaging 
status  are  discussed  further  in  section 
V.B.2.b.  of  this  final  rule  with  comment 
period.  We  discuss  the  CY  2011  final 
status  indicator  for  90725  below. 
Therefore,  we  are  finalizing  our  CY  2011 
proposal,  with  modification,  to  use  the 
estimated  number  of  units  per  day 
included  in  Table  35  below,  excluding 
the  estimated  number  of  units  for 
HCPCS  codes  J1835,  J2724  and  CPT 
code  90725,  to  determine  estimated  per 
day  costs  for  the  corresponding  drugs 
and  biologicals  for  CY  2011.  Further,  we 
are  finalizing  our  proposal  to  package 
those  drugs  with  an  estimated  per  day 
cost  less  than  or  equal  to  $70  and  to 
provide  separate  payment  for  those 
drugs  and  biologicals  (other  than 
diagnostic  radiopharmaceuticals, 
contrast  agents  and  implantable 
biologicals)  with  estimated  per  day  costs 
over  $70  for  CY  2011.  For  those  drugs 
and  biologicals  that  we  determined  to  be 
separately  payable  in  CY  2011,  payment 
will  be  made  at  ASP+5  percent.  If  ASP 
information  is  not  available,  payment 
will  be  based  on  WAC  or  95  percent  of 
the  most  recently  published  AWP  if 
WAC  is  not  available.  The  final 
estimated  units  per  day  and  status 
indicators  for  these  items  are  displayed 
in  Table  35  below. 


Table  35 — Drugs  and  Biologicals  Without  CY  2009  Claims  Data 


CY  201 1 
HCPCS 
code 

CY  2011  long  descriptor 

Estimated 
average  num¬ 
ber  of  units 
per  administra¬ 
tion 

CY  201 1 

SI 

CY  201 1 
APC 

1 

90681  . 

J0205  . 

Rotavirus  vaccine,  human,  attenuated,  2  dose  schedule,  live,  for  oral  use  .... 
i  injection,  alglucerase,  per  1 0  units  . 

1 

420 

K 

K 

1239 

0900 
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Table  35— Drugs  and  BtOLOGiCALS  Without  CY  2009  Claims  Data— Continued 


CY  201 1 
HCPCS 
code 

CY  201 1  long  descriptor 

Estimated  i 
average  num-  | 
ber  of  units  | 
per  administra¬ 
tion 

CY  2011 

SI 

CY  2011 
APC 

J0364  . 

Injection,  apomorphine  hydrochloride,  1  mg  . 

12 

N 

J3355  . 

Injection,  urofolHtropin,  75  lU  . 

2 

K 

1741 

J3485  . 

Injection,  zidovudine,  10  mg  . 

42 

N 

1 

J7185  . 

Injection,  factor  viii  (antihemophilic  factor,  recombinant)  (xyntha),  per  i.u . 

1750 

K 

1268 

J9215  . 

Injection,  interferon,  alfa-n3,  (human  leukocyte  derived),  250,000  iu  . 

5 

K 

0865 

J9226  . 

Histrelin  implant  (supprelin  la),  50  mg . 

1 

K 

1142 

J9357  . 

Injection,  valrubicin,  intravesical,  200  mg . 

4 

K 

1235 

00515  . 

Injection,  sermorelin  acetate,  1  microgram  . 

70 

K 

3050 

02017  . 

Injection,  teniposide,  50  mg . 

9.35 

K 

7035 

Finally,  there  were  five  drugs  and 
biologicals,  shown  in  Table  36  below, 
that  were  payable  in  CY  2009,  but  for 
which  we  lacked  CY  2009  claims  data 
and  any  other  pricing  information  for 
the  ASP  methodology  for  the  CY  2011 
OPPS/ASC  proposed  rule.  In  CY  2009, 
for  similar  items  without  CY  2007 
claims  data  and  without  pricing  . 
information  for  the  ASP  methodology, 
we  previously  stated  that  we  were 
unable  to  determine  their  per  day  cost 
and  we  packaged  these  items  for  the 
year,  assigning  these  items  status 
indicator  “N.” 

For  CY  2010,  we  finalized  a  policy  to 
change  the  status  indicator  for  nine 
drugs  and  hiologicals  to  status  indicator 
“E”  (Not  paid  by  Medicare  when  ' 
submitted  on  outpatient  claims  (any 
outpatient  bill  type))  that  we  understood 
were  not  currently  sold  or  had  been 
identified  as  obsolete.  In  addition,  we 
noted  that  we  would  provide  separate 
payment  for  these  drugs  and  biologicals 
if  pricing  information  reflecting  recent 
sales  becomes  available  mid-year  in  CY 


2010  for  the  ASP  methodology.  If 
pricing  information  became  available, 
we  would  assign  the  products  status 
indicator  “K”  and  pay  for  them 
separately  for  the  remainder  of  CY  2010. 
In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46282),  for  CY  2011,  we 
proposed  to  cor'tinue  our  CY  2010 
policy  to  assign  status  indicator  “E”  to 
drugs  and  biologicals  that  lack  CY  2009 
claims  data  and  pricing  information  for 
the  ASP  methodology.  We  also 
proposed  that  if  pricing  information 
were  to  become  available,  we  would 
assign  the  products  status  indicator  “K” 
and  would  pay  for  them  separately  for 
the  remainder  of  CY  2011. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  change  the 
status  indicators  for  drugs  and 
biologicals  without  CY  2009  claims  data 
or  pricing  information  for  the  ASP 
methodology.  We  are  finalizing  our  CY 

2011  proposal,  without  modification,  to 
assign  status  indicator  “E”  to  these  drugs 
and  biologicals.  As  we  have  used 
updated  claims  data  and  ASP  pricing 


information  for  this  final  rule  with 
comment  period,  we  have  newly 
identified,  for  this  final  rule  with 
comment  period,  HCPCS  codes  Q4117 
(Hyalomatrix,  per  square  centimeter), 
Q4119  (Matristem  wound  matrix,  per 
square  centimeter),  Q4120  (Matristem 
burn  matrix,  per  square  centimeter),  and 
CPT  code  90725  (Cholera  vaccine  for 
injectable  use)  as  lacking  CY  2009 
claims  data  and  any  other  pricing 
information  for  the  ASP  methodology. 
Therefore,  in  addition  to  the  HCPCS 
codes  we  proposed  to  assign  status 
indicator  “E”  for  CY  2011  on  this  basis 
in  the  proposed  rule,  we  are  assigning 
status  indicator  “E”  to  HCPCS  codes 
Q4117,  Q4119,  and  Q4120  and  CPT 
code  90725  for  CY  2011.  All  drugs  and 
biologicals  without  CY  2009  hospital 
claims  data  and  data.based  on  the  ASP 
methodology  that  are  assigned  status 
indicator  “E”  on  this  basis  at  the  time  of 
this  final  rule  with  comment  period  for 
CY  2011  are  displayed  in  Table  36 
below. 


Table  36— Drugs  and  Biologicals  Without  CY  2009  Claims  Data  and  Without  Pricing  Information  for  the 

ASP  Methodology 


CY  201 1 
HCPCS  code 


CY  201 1  long  descriptor 


Final 
CY  201 1 
SI 


90725 
J0190 
J1435 
J3320 
J3400 
00174 
041 17 
04119 
04120 


Cholera  vaccine  for  injectable  use . ; . 

Injection,  biperiden  lactate,  per  5  mg  . . . . . 

Injection,  estrone,  per  1  mg  . 

Injection,  spectinomycin  dihydrochloride,  up  to.  2  gm . 

Injection,  triflupromazine  hcl,  up  to  20  mg . 

Thiethylperazine  maleate,  10  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  compi 

Hyalomatrix,  per  square  centimeter . 

Matristem  \wound  matrix,  per  square  centimeter  . 

Matristem  burn  matrix,  per  square  centimeter . . . ; . 


E 

E 

E 

E 

E 

E 

E 

E 

E 
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VI.  Estimate  of  OPPS  Transitional  Pass- 
Through  Spending  for  Drugs, 

Biologicals,  Radiopharmaceuticals,  and 
Devices 

A.  Background 

Section  1833(tK6)(E)  of  the  Act  limits 
the  total  projected  amount  of 
transitional  pass-through  payments 
(defined  in  sections  IV. A. 1.  and  V.A.l. 
of  this  final  rule  with  comment  period) 
for  drugs,  biologicals, 
radiopharmaceuticals,  and  categories  of 
devices  for  a  given  year  to  an 
“applicable  percentage”  (defined  below) 
of  total  program  payments  estimated  to 
be  made  for  all  covered  services  under 
the  hospital  OPPS  furnished  for  that 
year.  For  a  year  (or  portion  of  a  year) 
before  CY  2004,  the  applicable 
percentage  is  2.5  percent;  for  CY  2004 
and  subsequent  years,  the  applicable 
percentage  is  a  percentage  specified  by 
the  Secretary  up  to  (but  not  to  exceed) 

2.0  percent. 

If  we  estimate  before  the  beginning  of 
the  calendar  year  that  the  total  amount 
of  pass-through  payments  in  that  year 
would  exceed  the  applicable  percentage, 
section  1833(t)(6)(E)(iii)  of  the  Act 
requires  a  uniform  prospective 
reduction  in  the  amount  of  each  of  the 
transitional  pass-through  payments 
made  in  that  year  to  ensure  that  the 
limit  is  not  exceeded.  We  make  an 
estimate  of  pass-through  spending  to 
determine  not  only  whether  payments 
exceed  the  applicable  percentage,  but 
also  to  determine  the  appropriate 
prorata  reduction  to  the  conversion 
factor  for  the  projected  level  of  pass¬ 
through  spending  in  the  following  year 
in  order  to  ensure  that  total  estimated 
pass-through  spending  for  the 
prospective  payment  year  is  budget 
neutral  as  required  by  section 
1883(t)(6)(E)  of  the  Act. 

For  devices,  developing  an  estimate  of 
pass-through  spending  in  CY  2011 
entails  estimating  spending  for  two 
groups  of  items.  The  first  group  of  items 
consists  of  device  categories  that  were 
recently  made  eligible  for  pass-through 
payment  and  that  will  continue  to  be 
eligible  for  pass-through  payment  in  CY 
2011.  The  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66778) 
describes  the  methodology  we  have 
used  in  previous  years  to  develop  the 
pass-through  spending  estimate  for 
known  device  categories  continuing  into 
the  applicable  update  year.  The  second 
group  contains  items  that  we  know  are 
newly  eligible,  or  project  would  be 
newly  eligible,  for  device  pass-through 
payment  in  the  remaining  quarters  of 
CY  2010  or  beginning  in  CY  2011.  As 
discussed  in  section  V.A.4.  of  the  CY 
2010  OPPS/ASC  final  rule  with 


comment  period  (74  FR  60476), 
beginning  in  CY  2010,  the  pass-through 
evaluation  process  and  pass-through 
payment  for  implantable  biologicals 
newly  approved  for  pass-through 
payment  beginning  on  or  after  January 
1,  2010,  that  are  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice)  is  the  device  pass¬ 
through  process  and  payment 
methodology  only.  As  we  proposed  in 
the  CY  2010  OPPS/ASC  proposed  rule 
(75  FR  46283),  for  this  final  rule  with 
comment  period,  the  estimate  of  pass¬ 
through  spending  for  implantable 
biologicals  newly  eligible  for  pass¬ 
through  payment  beginning  in  CY  2011 
is  included  in  the  pass-through 
spending  estimate  for  this  second  group 
of  device  categories.  The  sum  of  the  CY 
2011  pass-through  estimates  for  these 
two  groups  of  device  categories  equals 
the  total  CY  2011  pass-through  spending 
estimate  for  device  categories  with  pass¬ 
through  status. 

For  devices  eligible  for  pass-through 
payment,  section  1833(t)(6)(D)(ii)  of  the 
Act  establishes  the  pass-through 
payment  amount  as  the  amount  by 
which  the  hospital’s  charges  for  the 
device,  adjusted  to  cost,  exceeds  the 
portion  of  the  otherwise  applicable 
Medicare  OPD  fee  schedule  that  the 
Secretary  determines  is  associated  with 
the  device.  As  discussed  in  section 
IV.A.2.  of  this  final  rule  with  comment 
period,  we  deduct  from  the  pass¬ 
through  payment  for  an  identified 
device  category  eligible  for  pass-through 
payment  an  amount  that  reflects  the 
portion  of  the  APC  payment  amount 
that  we  determine  is  associated  with  the 
cost  of  the  device,  defined  as  the  device 
APC  offset  amount,  when  we  believe 
that  predecessor  device  costs  for  the 
device  category  newly  approved  for 
pass-through  payment  are  already 
packaged  into  the  existing  APC 
structure.  For  each  device  category  that 
becomes  newly  eligible  for  device  pass¬ 
through  payment,  including  implantable 
biologicals  from  CY  2010  forward,  we 
estimate  pass-through  spending  to  be 
the  difference  between  payment  for  the 
device  category  and  the  device  APC 
offset  amount,  if  applicable,  for  the 
procedures  that  would  use  the  device.  If 
we  determine  that  predecessor  device 
costs  for  the  new  device  category  are  not 
already  included  in  the  existing  APC 
structure,  the  pass-through  spending 
estimate  for  the  device  category  is  the 
full  payment  at  charges  adjusted  to  cost. 

For  drugs  and  biologicals  eligible  for 
pass-through  payment,  section 
1833(t)(6)(D)(i)  of  the  Act  establishes  the 
pass-through  payment  amount  as  the 
amount  by  which  the  amount 
authorized  under  section  1842(o)  of  the 


Act  (or,  if  the  drug  or  biological  is 
covered  under  a  competitive  acquisition 
contract  under  section  1847B  of  the  Act, 
an  amount  determined  by  the  Secretary 
equal  to  the  average  price  for  the  drug 
or  biological  for  all  competitive 
acquisition  areas  and  year  established 
under  such  section  as  calculated  and 
adjusted  by  the  Secretary)  exceeds  the 
portion  of  the  otherwise  applicable  fee 
schedule  amount  that  the  Secretary 
determines  is  associated  with  the  drug 
or  biological.  Because  we  are  paying  for 
most  nonpass-through  separately 
payable  drugs  and  nonimplantable 
biologicals  under  the  CY  2011  OPPS  at 
ASP-f-5  percent,  which  represents  the 
otherwise  applicable  fee  schedule 
amount  associated  with  most  pass¬ 
through  drugs  and  biologicals,  and 
because  we  are  paying  for  CY  2011  pass¬ 
through  drugs  and  nonimplantable 
biologicals  at  ASP+6  percent  or  the  Part 
B  drug  CAP  rate,  if  applicable,  our 
estimate  of  drug  and  nonimplantable 
biological  pass-through  payment  for  CY 
2011  is  not  zero,  as  discussed  below. 
Furthermore,  payment  for  certain  drugs, 
specifically  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  without 
pass-through  status,  will  always  be 
packaged  into  payment  for  the 
associated  procedures  because  these 
products  will  never  be  separately  paid. 
However,  all  pass-through  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  those  implantable  biologicals  with 
pass-through  status  approved  prior  to 
CY  2010  will  be  paid  at  ASP-i-6  percent 
or  the  Part  B  drug  CAP  rate,  if 
applicable,  like  other  pass-through 
drugs  and  biologicals.  Therefore,  our 
estimate  of  pass-through  payment  for  all 
diagnostic  radiopharmaceuticals  and 
contrast  agents  and  those  implantable 
biologicals  with  pass-through  status 
approved  prior  to  CY  2010  is  not  zero. 

In  section  V.A.4.  of  this  final  rule 
with  comment  period,  we  discuss  our 
policy  to  determine  if  the  cost  of  certain 
“policy-packaged”  drugs,  including 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  are  already  packaged 
into  the  existing  APC  structure.  If  we 
determine  that  a  “policy-packaged”  drug 
approved  for  pass-through  payment 
resembles  predecessor  diagnostic 
radiopharmaceuticals  or  contrast  agents 
already  included  in  the  costs  of  the 
APCs  that  would  be  associated  with  the 
drug  receiving  pass-through  payment, 
we  offset  the  amount  of  pass-through 
payment  for  diagnostic 
radiopharmaceuticals  and  contrast 
agents.  For  these  drugs,  the  APC  offset 
amount  is  the  portion  of  the  APC 
payment  for  the  specific  procedure 
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performed  with  the  pass-through 
diagnostic  radiopharmaceutical  or 
contrast  agent  that  is  attributable  to 
diagnostic  radiopharmaceuticals  or 
contrast  agents,  which  we  refer  to  as  the 
“policy-packaged”  drug  APC  offset 
amount.  If  we  determine  that  an  offset 
is  appropriate  for  a  specific  diagnostic 
radiopharmaceutical  or  contrast  agent 
receiving  pass-through  payment,  we 
reduce  our  estimate  of  pass-through 
payment  for  these  drugs  by  this  amount. 
We  have  not  established  a  policy  to 
offset  pass-through  payment  for 
implantable  biologicals  when  approved 
for  pass-through  payment  as  a  drug  or 
biological,  that  is,  for  CY  2009  and 
earlier,  so  w'e  consider  full  payment  at 
ASP-i-6  percent  for  these  implantable 
biologicals  receiving  biological  pass¬ 
through  payment  as  of  CY  2pll  in  our 
estimate  of  CY  2011  pass-through 
spending  for  drugs  and  biologicals. 

We  note  that  the  Part  B  drug  CAP 
program  has  been  postponed  beginning 
January  1,  2009.  We  refer  readers  to  the 
Medicare  Learning  Network  (MLN) 
Matters  Special  Edition  article  SE0833 
for  more  information.  As  of  the 
publication  of  this  final  rule  with 
comment  period,  the  postponement  of 
the  Part  B  drug  CAP  program  is  still  in 
effect.  As  in  past  years,  consistent  with 
our  proposal,  for  this  final  rule  with 
comment  period,  we  do  not  have  an 
effective  Part  B  drug  CAP  rate  for  pass¬ 
through  drugs  and  biologicals. 

Similar  to  pass-througn  estimates  for 
devices,  the  first  group  of  drugs  and 
biologicals  requiring  a  pass-through 
payment  estimate  consists  of  those 
products  that  were  recently  made 
eligible  for  pass-through  payment  and 
that  will  continue  to  be  eligible  for  pass¬ 
through  payment  in  CY  2011.  The 
second  group  contains  drugs  and 
nonimplantable  biologicals  that  we 
know  are  newly  eligible,  or  project  will 
be  newly  eligible,  in  the  remaining 
quarters  of  CY  2010  or  beginning  in  CY 
2011.  The  sum  of  the  CY  2011  pass¬ 
through  estimates  for  these  two  groups 
of  drugs  and  biologicals  equals  the  total 
CY  2011  pass-through  spending 
estimate  for  drugs  and  biologicals  with 
pass-through  status. 

B.  Estimate  of  Pass-Through  Spending 

As  we  proposed  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46284), 
we  are  finalizing  a  policy  of  setting  the 
applicable  pass-through  payment 
percentage  limit  at  2.0  percent  of  the 
total  projected  OPPS  payments  for  CY 
2011,  consistent  with  our  OPPS  policy 
from  CY  2004  through  CY  2010  (74  FR 
60530). 

For  the  first  group  of  devices  for  pass¬ 
through  payment  estimate  purposes, 


there  currently  are  no  device  categories 
receiving  pass-through  payment  in  CY 
2010  that  will  continue  for  payment 
during  CY  2011.  Therefore,  there  is  no 
device  pass-through  payment  estimate 
for  the  first  group  of  pass-through 
device  categories. 

We  proposed  for  CY  2011  to  continue 
to  employ  the  device  pass-through 
process  and  payment  methodology  for 
implantable  biologicals  that  are  always 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  that  we  used  for  CY  2010.  We 
proposed  to  consider  existing 
implantable  biologicals  approved  for 
pass-through  payment  under  the  drugs 
and  biologicals  pass-through  provision 
prior  to  CY  2010  as  drugs  and 
biologicals  for  pass-through  payment 
estimate  purposes  until  they  expire  from 
pass-through  status  and,  therefore,  the 
pass-through  spending  estimate  for  the 
first  group  of  pass-through  devices  did 
not  include  implantable  biologicals  that 
were  granted  pass-through  status  prior 
to  CY  2010.  Finally,  we  proposed  to 
continue  to  provide  payment  for 
implantable  biologicals  newly  eligible 
for  pass-through  payment  beginning  in 
CY  2010  or  CY  2011  based  on  hospital 
charges  adjusted  to  cost  that  is 
applicable  for  pass-through  device 
categories,  rather  than  the  ASP 
methodology  that  is  applicable  to  pass¬ 
through  drugs  and  biologicals. 

Therefore,  the  proposed  estimate  of 
pass-through  spending  for  implantable 
biologicals  first  paid  as  pass-through 
devices  in  CY  2011  was  based  on  the 
payment  methodology  for  pass-through 
devices  and  was  included  in  the  device 
pass-through  spending  estimate. 

In  estimating  our  proposed  CY  2011 
pass-through  spending  for  device 
categories  in  the  second  group,  that  is, 
device  categories  that  we  knew  at  the 
time  of  the  development  of  the  CY  2011 
OPPS/ASC  proposed  rule  would  be 
newly  eligible  for  pass-through  payment 
in  CY  2011  (of  which  there  were  none), 
additional  device  categories  (including 
categories  that  describe  implantable 
biologicals)  that  we  estimated  could  be 
approved  for  pass-through  status 
subsequent  to  the  development  of  the 
proposed  rule  and  before  January  1, 
2011,  and  contingent  projections  for 
new  categories  (including  categories 
that  describe  implantable  biologicals  in 
the  second  through  fourth  quarters  of 
CY  2011),  we  proposed  to  use  the 
general  methodology  described  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66778),  while 
also  taking  into  account  recent  OPPS 
experience  in  approving  new  pass¬ 
through  device  categories. 


For  this  CY  2011  OPPS/ASC  final  rule 
with  comment  period,  one  new  device 
category,  Cl  749  (Endoscope,  retrograde 
imaging/illumination  colonoscope 
device  (implantable))  became  effective 
October  1,  2010,  and  will  continue  for 
CY  2011.  There  also  are  (possible  new 
device  categories  for  pass-through 
payment  based  on  current  applications. 
Therefore,  the  estimate  of  CY  2011  pass¬ 
through  spending  for  this  second  group 
of  device  categories  is  $42.3  million. 

For  this  CY  2011  final  rule  with 
comment  period,  we  are  finalizing  our 
proposal  to  continue  our  established 
methodology.  Employing  our 
established  methodology  that  the 
estimate  of  pass-through  device 
spending  in  CY  2011  incorporates  CY 
2011  estimates  of  pass-through  spending 
for  known  device  categories  continuing 
in  CY  2011,  those  known  or  projected  to 
be  first  effective  January  1,  2011,  and 
those  device  categories  projected  to  be 
approved  during  subsequent  quarters  of 
CY  2010  or  CY  2011,  we  estimate  for 
this  CY  2011  OPPS/ASC  final  rule  with 
comment  period  the  total  pass-through 
spending, for  device  categories  for  CY 
2011  to  be  $42.3  million. 

We  did  not  receive  any  public 
comments  regarding  our  proposed 
methodology  for  estimating  transitional 
pass-through  spending  for  devices  for 
CY  2011.  Therefore  we  are  adopting  our 
final  estimate  of  $42.3  million  for  total 
pass-through  spending  for  device 
categories  for  CY  2011. 

To  estimate  CY  2011  proposed  pass¬ 
through  spending  for  drugs  and 
biologicals  in  the  first  group, 
specifically  those  drugs  (including 
radiopharmaceuticals  and  contrast 
agents)  and  biologicals  (including 
implantable  biologicals)  recently  made 
eligible  for  pass-through  payment  and 
continuing  on  pass-through  status  for 
CY  2011,  we  proposed  to  utilize  the 
most  recent  Medicare  physician’s  office 
data  regarding  their  utilization, 
information  provided  in  the  respective 
pass-through  applications,  historical 
hospital  claims  data,  pharmaceutical 
industry  information,  and  clinical 
information  regarding  those  drugs  or 
biologicals,  in  order  to  project  the  CY 
2011  OPPS  utilization  of  the  products. 

In  the  CY  2011  OPPS/ASC  proposed 
rule,  for  the  known  drugs  and 
biologicals  (excluding  diagnostic  • 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals)  that  would 
be  continuing  on  pass-through  status  in 
CY  2011,  we  estimated  the  proposed 
pass-through  payment  amount  as  the 
difference  between  ASP+6  percent  or 
the  Part  B  drug  CAP  rate,  as  applicable, 
and  the  proposed  payment  rate  for  non¬ 
pass  through  drugs  and  nonimplantable 
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biologicals  that  are  separately  paid  at 
ASP+6  percent,  aggregated  across  the 
projected  CY  2011  OPPS  utilization  of 
these  products,  which  was  zero  for  this 
group  of  drugs  and  biologicals  for  the 
proposed  rule.  However,  as  discussed  in 
V.B.3.  of  this  final  rule  with  comment 
period,  the  final  payment  rate  for 
nonpass-through  drugs  and 
nonimplantable  biologicals  that  receive 
separate  payment  will  be  ASP+5  percent 
for  CY  2011.  Therefore,  for  this  final 
rule  with  comment  period,  we  estimate 
the  pass-through  payment  amount  for 
this  group  of  drugs  and  biologicals  as 
the  difference  between  ASP+6  percent 
or  the  Part  B  drug  CAP  rate,  as 
applicable,  and  the  final  CY  2011 
payment  rate  for  nonpass-through  drugs 
and  nonimplantable  biologicals  of 
ASP+5  percent,  which  is  not  zero. 
Because  payment  for  a  diagnostic  , 
radiopharmaceutical  or  contrast  agent 
would  be  packaged  if  the  product  were 
not  paid  separately  due  to  its  pass¬ 
through  status,  as  we  proposed  and  are 
finalizing  in  the  final  rule  with 
comment  period,  we  include  in  the  final 
CY  2011  pass-throiigh  estimate  the 
difference  between  payment  for  the  drug 
or  biological  at  ASP+6  percent  (or 
WAC+6  percent,  or  95  percent  of  AWP, 
if  ASP  information  is  not  available)  and 
the  “policy-packaged”  drug  APC  offset 
amount,  if  we  determined  that  the 
diagnostic  radiopharmaceutical  or 
contrast  agent  approved  for  pass¬ 
through  payment  resembles  predecessor 
diagnostic  radiopharmaceuticals  or 
contrast  agents  already  included  in  the 
costs  of  the  APCs  that  would  be 
associated  with  the  drug  receiving  pass¬ 
through  payment.  Because  payment  for 
an  implantable  biological  eligible  for 
pass-through  payment  in  CY  2009  and 
continuing  on  pass-through  status  in  CY 
2011  would  be  packaged  if  the  product 
were  not  paid  separately  due  to  its  pass¬ 
through  status  and  because  we  had  not 
established  a  pass-through  payment 
offset  policy  for  implantable  biologicals 
when  approved  for  pass-through 
payment  as  biologicals,  that  is,  for  CY 
2009  and  earlier,  as  we  proposed,  we 
include  in  the  final  CY  2011  pass¬ 
through  spending  estimate  the  full 
payment  for  these  implantable 
biologicals  at  ASP+6  percent  (or  WAC+6 
percent  or  95  percent  of  AWP,  if  ASP 
information  is  not  available).  For  this 
final  rule  with  comment  period,  we  are 
finalizing  our  proposed  methodology 
and,  using  that  methodology,  we 
calculated  a  final  spending  estimate  for 
this  first  group  of  drugs  and  biologicals 
to  be  $8.9  million  and  we  are  finalizing 
our  established  methodology. 


To  estimate  CY  2011  pass-through 
spending  for  drugs  and  nonimplantable 
biologicals  in  the  second  group  (that  is, 
drugs  and  nonimplantable  biologicals 
that  we  knew  at  the  time  of 
development  of  the  proposed  rule 
would  be  newly  eligible  for  pass¬ 
through  payment  in  CY  2011,  additional 
drugs  and  nonimplantable  biologicals 
that  we  estimated  could  be  approved  for 
pass-through  status  subsequent  to  the 
development  of  the  proposed  rule  and 
before  January  1,  2011,  and  projections 
for  new  drugs  and  nonimplantable 
biologicals  that  could  be  initially 
eligible  for  pass-through  payment  in  the 
second  through  fourth  quarters  of  CY 
2011),  we  proposed  to  use  utilization 
estimates  from  pass-through  applicants, 
pharmaceutical  industry  data,  clinical 
information,  recent  trends  in  the  per 
unit  ASPs  of  hospital  outpatient  drugs, 
and  projected  annual  changes  in  service 
volume  and  intensity  as  our  basis  for 
making  the  CY  2011  proposed  pass¬ 
through  payment  estimate.  We  also 
considered  the  most  recent  OPPS 
experience  in  approving  new  pass¬ 
through  drugs  and  nonimplantable 
biologicals.  Consistent  with  our  policy 
established  in  CY  2010  (74  FR  60531 
through  60532),  we  also  proposed  to 
include  new  implantable  biologicals 
that  we  expect  to  be  approved  for  pass¬ 
through  status  as  devices  beginning  in 
CY  2011  in  the  second  group  of  items 
considered  for  device  pass-through 
estimate  purposes.  Therefore,  we  did 
not  propose  to  include  implantable 
biologicals  in  the  second  group  of  items 
in  the  proposed  drug  and  biological 
pass-through  spending  estimate. 

We  are  finalizing  our  proposed 
methodology  for  estimating  CY  2011 
pass-through  payments  for  this  second 
group  of  drugs,  and  for  this  final  rule  ' 
with  comment  period,  we  calculated  a 
final  spending  estimate  for  this  second 
group  of  drugs  and  biologicals  to  be  $6.6 
million. 

As  described  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  ^riod  (74 
FR  60476),  under  our  current  policy, 
beginning  in  CY  2010,  implantable 
biologicals  that  are  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice)  and  that  were  not 
receiving  pass-through  payment  as 
biologicals  prior  to  January  1,  2010,  will 
be  evaluated  under  the  device  pass¬ 
through  process  and  paid  according  to 
the  device  payment  methodology.  We 
proposed  to  continue  to  consider 
implantable  biologicals  approved  for 
pass-through  payment  under  the  drug 
and  biological  pass-through  provision 
prior  to  CY  2010  as  drugs  and 
biologicals  for  pass-through  payment 
estimate  purposes.  These  implantable 


biologicals  that  have  been  approved  for 
pass-through  status  prior  to  CY  2010 
continue  to  be  considered  drugs  and 
biologicals  for  pass-through  payment 
purposes  until  they  expire  from  pass¬ 
through  status.  Therefore,  the  pass¬ 
through  spending  estimate  for  the  first 
group  of  pass-through  device  categories 
does  not  include  implantable  biologicals 
that  have  been  granted  pass-through 
status  prior  to  CY  2010. 

Consistent  with  the  current  policy 
established  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60476),  we  proposed  for  CY  2011  to 
continue  to  provide  that  payment  for 
implantable  biologicals  newly  eligible 
for  pass-through  payment  beginning  in 
CY  2011  be  based  on  hospital  charges 
adjusted  to  cost,  rather  than  on  the  ASP 
methodology  that  is  applicable  to  pass¬ 
through  drugs  and  biologicals. 

Therefore,  we  proposed  that  the 
estimate  of  pass-through  spending  for 
implantable  biologicals  first  paid  as 
pass-through  devices  in  CY  2011  would 
be  based  on  the  payment  methodology 
for  pass-through  devices,  and  would  be 
included  in  the  proposed  CY  2011 
device  pass-through  spending  estimate 
for  the  second  group  of  pass-through 
device  categories. 

The  final  CY  2011  pass-through 
spending  estimate  for  the  first  group  of 
pass-through  device  categories  is  $0. 

The  final  estimate  for  this  final  rule 
with  comment  period  for  the  second 
group  of  pass-through  device  categories 
is  $42.3  million.  Therefore,  our  estimate 
for  total  pass-through  spending  for 
device  categories  for  this  final  rule  with 
comment  period  is  $42.3  million. 

The  final  estimate  for  pass-through 
spending  for  the  first  group  of  drugs  and 
biologicals  is  $8.9  million  for  CY  2011. 
The  final  estimate  for  pass-through 
spending  for  the  second  group  of  drugs 
and  biologicals  is  $6.6  million  for  CY 
2011.  As  discussed  in  section  V.A.  of 
this  final  rule  with  comment  period, 
radiopharmaceuticals  are  considered 
drugs  for  pass-through  purposes. 
Therefore,  wd  included 
radiopharmaceuticals  in  our  final  CY 
2011  pass-through  spending  estimate  for 
drugs  and  biologicals.  Our  CY  2011 
allocation  in  this  final  rule  with 
comment  period  for  total  pass-through 
spending  for  drugs  and  biologicals  is 
$15.5  million. 

In  summary,  in  accordance  with  the 
methodology  described  above  in  this 
section,  for  this  final  rule  with  comment 
period,  we  estimate  that  total  pass¬ 
through  spending  for  the  device 
categories  and  the  drugs  and  biologicals 
that  are  continuing  to  receive  pass¬ 
through  payment  in  CY  2011  and  those 
device  categories,  drugs,  and 
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nonimplantable  biologicals  that  first 
become  eligible  for  pass-through 
payment  during  CY  2011  will  be 
approximately  $57.7  million 
(approximately  $42.3  million  for  device 
categories  and  approximately  $15.5 
million  for  drugs  and  biologicals), 
which  represents  0.15  percent  of  total 
OPPS  projected  total  payments  for  CY 
2011.  We  estimate  that  pass-through 
spending  in  CY  2011  would  not  amount 
to  2.0  percent  of  total  projected  OPPS 
CY  2011  program  spending. 

We  did  not  receive  any  public 
comments  on  our  proposed 
methodology  or  estimates.  Accordingly, 
we  are  finalizing  our  proposed  . 
methodology  for  estimating  CY  2011 
OPPS  pass-through  spending  for  drugs, 
biologicals,  radiopharmaceuticals,  and 
device  categories  without  modification. 
Our  final  pass-through  estimate  for  CY 
2011  is  $57.7  million. 

VII.  OPPS  Payment  for  Brachytherapy 
Sources 

A.  Background 

Section  1833{t)(2)(H)  of  the  Act,  as 
added  by  section  621(b)(2)(C)  of  Public 
Law  108-173  (MMA),  mandated  the 
creation  of  additional  groups  of  covered 
OPD  services  that  classify  devices  of 
brachytherapy  consisting  of  a  seed  or 
seeds  (or  radioactive  source) 
(“brachytherapy  sources”)  separately 
frofn  other  services  or  groups  of 
services.  The  additional  groups  must 
reflect  the  number,  isotope,  and 
radioactive  intensity  of  the 
brachytherapy  sources  furnished  and 
include  separate  groups  for  jjalladium- 
103  and  iodine-125  sources, 

Section  1833(t)(16)(C)  of  the  Act,  as 
added  by  section  621(b)(1)  of  Public 
Law  108-173,  established  payment  for 
brachytherapy  sources  furnished  from 
January  1,  2004  through  December  31, 
2006,  based  on  a  hospital’s  charges  for 
each  brachytherapy  source  furnished 
adjusted  to  cost.  Under  section 
1833(t)(16)(C)  of  the  Act,  charges  for  the 
brachytherapy  sources  may  not  be  used 
in  determining  any  outlier  payments 
under  the  OPPS  for  that  period  in  which 
payment  is  based  on  charges  adjusted  to 
cost.  Consistent  with  our  practice, under 
the  OPPS  to  exclude  items  paid  at  cost 
from  budget  neutrality  consideration, 
these  items  were  excluded  from  budget 
neutrality  for  that  time  period  as  well. 

In  our  CY  2007  annual  OPPS 
rulemaking,  we  proposed  and  finalized 
a  policy  of  prospective  payment  based 
on  median  costs  for  the  11 
brachytherapy  sources  for  which  we  had 
claims  data.  We  based  the  prospective 
payment  rates  on  median  costs  for  each 


source  from  our  CY  2005  claims  data  (71 
FR  68102  through  71  FR  68115). 

Subsequent  to  publication  of  the  CY 
2007  OPPS/ASC  final  rule  with 
comment  period,  section  107  of  Public 
Law  109-432  (MIEA-TRHCA)  amended 
section  1833  of  the  Act.  Specifically, 
section  107(a)  of  Public  Law  109—432 
amended  section  1833(t)(16)(C)  of  the 
Act  by  extending  the  payment  period  for 
brachytherapy  sources  based  on  a 
hospital’s  charges  adjusted  to  cost  for 
one  additional  year,  through  December 
31,  2007.  Therefore,  we  continued  to 
pay  for  brachytherapy  sources  based  on 
charges  adjusted  to  cost  for  CY  2007. 

Section  107(b)(1)  of  Public  Law  109- 
432  amended  section  1833(t)(2)(H)  of 
the  Act  by  adding  a  requirement  for  the 
establishment  of  separate  payment 
groups  for  “stranded  and  non-stranded” 
brachytherapy  sources  furnished  on  or 
after  July  1,  2007,  in  addition  to  the 
existing  requirements  for  separate 
payment  groups  based  on  the  number, 
isotope,  and  radioactive  intensity  of 
brachytherapy  sources  under  section 
1833(t)(2)(H)  of  the  Act.  Section 
107(b)(2)  of  Public  Law  109-432 
authorized  the  Secretary  to  implement 
this  requirement  by  “program 
instruction  or  otherwise.”  We  note  that 
public  commenters  who  responded  to 
the  CY  2007  OPPS/ASC  proposed  rule 
asserted  that  stranded  sources,  which 
they  described  as  embedded  into  the 
stranded  suture  material  and  separated 
within  the  strand  by  material  of  an 
absorbable  nature  at  specified  intervals, 
had  greater  production  costs  than  non- 
stranded  sources  (71  FR  68113  through 
68114). 

As  a  result  of  the  statutory 
requirement  to  create  separate  groups 
for  stranded  and  non-stranded  sources 
as  of  July  1,  2007,  we  established  several 
coding  changes  through  a  transmittal, 
effective  July  1,  2007  (Transmittal  1259, 
dated  June  1,  2007).  Based  on  public 
comments  received  on  the  CY  2007 
OPPS/ASC  proposed  rule  and  industry 
input,  we  were  aware  of  three  sources 
available  in  stranded  and  non-stranded 
forms  at  that  time:  Iodine-125; 
palladium-103;  and  cesium-131  (72  FR 
42746).  We  created  six  new  HCPCS 
codes  to  differentiate  the  stranded  and 
non-stranded  versions  of  iodine, 
palladium,  and  cesium  sources. 

In  Transmittal  1259,  we  indicated  that 
if  we  receive  information  that  any  of  the 
other  sources  now  designated  as  non- 
stranded  are  also  FDA-approved  and 
marketed  as  a  stranded  source,  we 
would  create  a  code  for  the  stranded 
source.  We  also  established  two  “Not 
Otherwise  Specified”  (NOS)  codes  for 
billing  stranded  and  non-stranded 
sources  that  are  not  yet  known  to  us  and 


for  which  we  do  not  have  source- 
specific  codes.  We  established  HCPCS 
code  C2698  (Brachytherapy  source, 
stranded,  not  otherwise  specified,  per 
source)  for  stranded  NOS  sources  and 
HCPCS  code  C2699  (Brachytherapy 
source,  non-stranded,  not  otherwise 
specified,  per  source)  for  non-stranded 
NOS  sources. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66784),  we 
again  finalized  prospective  payment  for 
brachytherapy  sources,  beginning  in  CY 
2008,  with  payment  rates  deterrnined 
using  the  CY  2006  claims-based  costs 
per  source  for  each  brachytherapy 
source.  Consistent  with  our  policy 
regarding  APC  payments  made  on  a 
prospective  basis,  we  finalized  the 
policy  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR 
66686)  to  subject  the  cost  of 
brachytherapy  sources  to  the  outlier 
provision  of  section  1833(t)(5)  of  the 
Act,  and  also  to  subject  brachytherapy 
source  payment  weights  to  scaling  for 
purposes  of  budget  neutrality. 

Therefore,  brachytherapy  sources  could 
receive  outlier  payments  if  the  costs  of 
furnishing  brachytherapy  sources  met 
the  criteria  for  outlier  payment,  that  is, 
if  brachytherapy  sources  are  paid 
prospectively.  In  addition,  as  noted  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66683), 
implementation  of  prospective  payment 
for  brachytherapy  sources  would 
provide  opportunities  for  hospitals  to 
receive  additional  payments  under 
certain  circumstances  through  the  7.1 
percent  rural  SCH  adjustment 
(discussed  in  section  II. E.  of  this  final 
rule  with  comment  period). 

For  CY  2008,  we  also  proposed  and 
finalized  a  policy  regarding  payment  for 
new  brachytherapy  sources  for  which 
we  have  no  claims  data  (72  FR  42749 
and  72  FR  66786,  respectively).  We 
indicated  we  woiild  assign  future  new 
HCPCS  codes  for  new  brachytherapy 
sources  to  their  own  APCs,  with 
prospective  payment  rates  set  based  on 
our  consideration  of  external  data  and 
other  relevant  information  regarding  the 
expected  costs  of  the  sources  to 
hospitals.  Finally,  we  proposed  and 
finalized  our  policy  to  discontinue 
using  status  indicator  “H”  (Pass-Through 
Device  Categories.  Separate  cost  based 
pass-through  payment;  not  subject  to 
copayment)  because  we  would  not  be 
paying  charges  adjusted  to  costs  after 
December  31,  2007,  and  instead  adopted 
a  policy  of  using  status  indicator  “K” 
(which  includes,  among  others, 
“Brachytherapy  Sources.  Paid  under 
OPPS;  separate  APC  payment”)  for  CY 
2008  (72  FR  42749  and'72  FR  66785, 
respectively). 
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After  we  finalized  these  policies  for 
CY  2008,  section  106(a)  of  Public  Law 
110-173  (MMSEA)  extended  the 
chcirges-adjusted-to-cost  payment 
methodology  for  brachytherapy  sources 
for  an  additional  6  months,  through 
June  30,  2008.  Because  our  final  CY 
2008  policies  paid  for  brachj4herapy 
sources  at  prospective  rates  based  on 
median  costs,  we  were  unable  to 
implement  these  policies  during  this 
extension. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41502),  we  again  proposed 
prospective  payment  rates  for 
brachytherapy  sources  for  CY  2009.  We 
proposed  to  pay  for  brachytherapy 
sources  at  prospective  rates  based  on 
their  source-specific  median  costs  as 
calculated  from  CY  2007  claims  data 
available  for  CY  2009  ratesetting. 
Subsequent  to  issuance  of  the  CY  2009 
OPPS/ASC  proposed  rule.  Public  Law 
110-275  (MIPPA)  was  enacted  on  July 
15,  2008.  Section  142  of  Public  Law 
110-275  amended  section  1833(t)(16)(C) 
of  the  Act,  as  amended  by  section  106(a) 
of  Public  Law  110-173  (MMSEA),  to 
further  extend  the  payment  period  for 
brachytherapy  sources  based  on  a 
hospital’s  charges  adjusted  to  cost  ft-om 
July  1,  2008  through  December  31,  2009. 
Therefore,  we  continued  to  pay  for 
brachytherapy  sources  at  charges 
adjusted  to  cost  in  CY  2008  fi’om  July  1 
through  December  31,  and  we 
maintained  the  assignment  of  status 
indicator  “H”  to  brachytherapy  sources 
for  claims  processing  purposes  in  CY 
2008.  For  CY  2009,  we  continued  to  pay 
for  all  separately  payable  hrachjbherapy 
sources  based  on  a  hospital’s  charges 
adjusted  to  cost.  Because  brachytherapy 
sources  are  paid  at  charges  adjusted  to 
cost,  we  did  not  subject  them  to  outlier 
payments  under  section  1833(t)(5)  of  the 
Act,  or  subject  brachytherapy  source 
payment  weights  to  scaling  for  purposes 
of  budget  neutrality.  Moreover,  during 
the  CY  2009  period  of  payment  at 
charges  adjusted  to  cost,  brachytherapy 
sources  were  not  eligible  for  the  7.1 
percent  rural  SCH  adjustment  (as 
discussed  in  detail  in  section  lI.E.  of  this 
final  rule  with  comment  period). 

Furthermore,  for  CY  2009,  we  did  not 
adopt  the  policy  we  established  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  of  paying  stranded  and 
non-stranded  NOS  codes  for 
brachytherapy  sources,  HCPCS  codes 
C2698  and  C2699,  based  on  a  rate  equal 
to  the  lowest  stranded  or  non-stranded 
prospective  payment  for  such  sources. 
Also,  for  CY  2009,  we  did  not  adopt  the 
policy  we  established  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  regarding  payment  for  new 
brachytherapy  sources  for  which  we 


have  no  claims  data.  Not  Otherwise 
Specified  (NOS)  HCPCS  codes  C2698 
and  C2699  and  newly  established 
specific  source  codes  were  paid  at 
charges  adjusted  to  cost  through 
December  31,  2009,  consistent  with  the 
provisions  of  section  142  of  Public  Law 
110-275. 

For  CY  2009,  we  finalized  our 
proposal  to  create  new  status  indicator 
“U”  (Brachytherapy  Sources.  Paid  under 
OPPS;  separate  APC  payment)  for 
brachytherapy  source  payment,  instead 
of  using  status  indicator  “K”  as  proposed 
and  finalized  for  CY  2008  for 
prospective  payment,  or  status  indicator 
“H,”  used  during  the  period  of  charges 
adjusted  to  cost  payment.  As  noted  in 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68670), 
assigning  a  status  indicator,  such  as 
status  indicator  “K,”  to  several  types  of 
items  and  services  with  potentially  • 
differing  payment  policies  added 
unnecessary  complexity  to  our 
operations.  Status  indicator  “U”  is  used 
only  for  brachytherapy  sources, 
regardless  of  their  specific  payment 
methodqlogy  for  any  period  of  time. 

Under  section  142  of  Public  Law  110- 
275,  payment  for  brachytherapy  sources 
was  mandated  at  charges  adjusted  to 
cost  only  through  CY  2009.  In  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60533  through 
60537),  we  adopted  for  CY  2010  the 
general  OPPS  prospective  payment 
methodology  for  brachytherapy  sources, 
consistent  with  section  1833(t)(2)(C)  of 
the  Act. 

B.  OPPS  Payment  Policy 

As  we  have  previously  stated  (72  FR 
66780,  73  FR  41502,  and  74  FR  60533 
and  60534),  we  believe  that  adopting  the 
general  OPPS  prospective  payment 
methodology  for  brachytherapy  sources 
is  appropriate  for  a  number  of  reasons. 
The  general  OPPS  payment 
methodology  uses  median  costs  based 
on  claims  data  to  set  the  relative 
payment  weights  for  hospital  outpatient 
services.  Thig^  payment  methodology 
results  in  more  consistent,  predictable, 
and  equitable  payment  amounts  per 
source  across  hospitals  by  eliminating 
some  of  the  extremely  high  and  low 
payment  amounts  resulting  from 
payment  based  on  hospitals’  charges 
adjusted  to  cost.  We  believe  the  OPPS 
prospective  payment  methodology 
would  also  provide  hospitals  with 
incentives  for  efficiency  in  the  provision 
of  brachytherapy  services  to  Medicare 
beneficiaries.  Moreover,  this  approach  is 
consistent  with  our  payment 
methodology  for  the  vast  majority  of 
items  and  services  paid  under  the  OPPS. 


In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46287),  we  proposed  to  use 
the  median  costs  from  CY  2009  claims 
data  for  setting  the  proposed  CY  2011 
payment  rates  for  brachytherapy 
sources,  as  we  proposed  for  most  other 
items  and  services  that  will  be  paid 
under  the  CY  2011  OPPS.  We  proposed 
to  continue  the  other  payment  policies 
for  brachytherapy  sources  we  finalized 
in  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60537).  We 
proposed  to  pay  for  the  stranded  and 
non-stranded  NOS  codes,  HCPCS  codes 
C2698  and  C2699,  at  a  rate  equal  to  the 
lowest  stranded  or  non-stranded 
prospective  payment  rate  for  such 
sources,  respectively,  on  a  per  source 
basis  (as  opposed,  for  example,  to  a  per 
mCi),  which  is  based  on  the  policy  we 
established  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66785).  The  proposed  payment 
methodology  for  NOS  sources  would 
provide  payment  to  a  hospital  for  new 
sources,  and  at  the  same  time  encourage 
interested  parties  to  quickly  bring  new 
sources  to  our  attention  so  that  specific 
coding  and  payment  could  be 
established. 

We  also  proposed  to  continue  the 
policy  we  implemented  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60537)  regarding  payment 
for  new  brachytherapy  sources  for 
which  we  have  no  claims  data,  based  on 
the  same  reasons  we  discussed  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66786;  which 
was  superseded  by  section  142  of  Pub. 

L.  110-275).  That  policy  is  intended  to 
enable  us  to  assign  future  new  HCPCS 
codes  for  new  brachytherapy  sources  to 
their  own  APCs,  with  prospective 
payment  rates  set  based  on  our 
consideration  of  external  data  and  other 
relevant  information  regarding  the 
expected  costs  of  the  sources  to 
hospitals. 

Consistent  with  our  policy  regarding 
APC  payments  made  on  a  prospective 
basis,  as  we  did  for  CY  2010,  we 
proposed  to  subject  brachytherapy 
sources  to  outlier  payments  under 
section  1833(t)(5)  of  the  Act,  and  also  to 
subject  brachytherapy  source  payment 
weights  to  scaling  for  purposes  of 
budget  neutrality.  Therefore, 
brachytherapy  sources  could  receive 
outlier  payments  if  the  costs  of 
furnishing  brachytherapy  sources  meet 
the  criteria  for  outlier  payment,  that  is, 
if  they  are  prospectively  paid.  In 
addition,  as  noted  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60534),  implementation  of 
prospective  payments  for  brachytherapy 
sources  would  provide  opportunities  for 
eligible  hospitals  to  receive  additional 
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payments  in  CY  2011  under  ciertain 
circumstances  through  the  7.1  percent 
rural  adjustment,  as  described  in  section 
lI.E.  of  this  final  rule  with  comment 
period. 

Comment:  Several  commenters 
recommended  that  hrachytherapy 
sources  he  paid  at  charges  adjusted  to 
cost  for  CY  2011.  A  few  commenters 
stated  that  some  providers  have  decided 
to  discontinue  offering  hrachytherapy 
services  because  the  OPPS  payment 
rates  for  sources  were  too  low.  Several 
commenters  noted  several  reasons  why 
they  recommend  that  CMS  revert  to  the 
charges-adjusted-to-cost  methodology 
for  determining  payment  rates  for 
hrachytherapy  sources.  These 
commenters  contended  that  there  are 
ongoing  concerns  regarding  the  claims 
data  used  to  establish  the  prospective 
payment.  The  commenters  asserted  that 
GY  2009  hrachytherapy  source  claims 
data  show  significant  variations  in  unit 
median  cost,  that  there  is  continuation 
in  the  CY  2009  data  of  longstanding 
instability  and  fluctuation  of  costs,  and 
that  one-half  of  the  sources  have 
proposed  payment  rates  based  on  50  or 
fewer  hospitals  (and  a  decline  from  CY 
2010  to  CY  2011).  One  commenter 
asserted  that  some  hrachytherapy 
sources  showed  decreased  frequencies 
for  CY  2009,  and  that  decreased  claims 
result  in  decreased  payment. 

One  commenter  gave  an  example  of  a 
rank  order  anomaly  in  median  cost  of 
HCPCS  code  C2635,  high  activity 
palladium  (proposed  rule  median  of 
$30.19  per  unit),  versus  low  activity 
palladium,  HCPCS  codes  C2641  and 
C2640,  non-stranded  and  stranded 
palladium  sources,  with  proposed  rule 
medians  of  $63.59  and  $64.98, 
respectively.  This  commenter  also 
opined  that  the  number  of  Medicare 
beneficiaries  treated  with  hrachytherapy 
may  have  declined,  from  CY  2008  to  CY 
2009,  claiming  its  data  analysis 
generated  17,681  hrachytherapy  source 
claims  using  2008  data,  and  i6,456 
claims  using  CY  2009  data.  One 
commenter  claimed  that  Medicare 
program  payment  would  be  $9.5  million 
less  using  the  charges-adjusted-to-cost 
payment  methodology  than  Medicare 
payment  for  hrachytherapy  sources 
when  made  under  the  prospective 
payment  system  based  on  median  costs 
in  GY  2011,  as  it  claimed  was  the  case 
for  CY  2010. 

One  commenter  noted  its  support  for 
our  proposed  continuance  of  the  policy 
of  assigning  new  hrachytherapy  sources 
for  which  we  have  no  claims  data  to 
their  own  APCs,  and  to  consider 
external  data  for  establishing  rates,  and 
recommended  that  we  finalize  this 
proposal. 


Response:  As  we  stated  previously  (72 
FR  66782  and  74  FR  60534),  we  believe 
that  median  costs  based  on  hospital 
claims  data  for  hrachytherapy  sources 
have  produced  reasonably  consistent 
per-source  cost  estimates  over  the  past 
several  years,  comparable  to  the  patterns 
we  have  observed  for  many  other  OPPS 
services  whose  payments  are  set  based 
upon  relative  payment  weights  from 
claims  data.  VVe  believe  that  our  per- 
source  payment  methodology  specific  to 
each  source’s  radioisotope,  radioactive 
intensity,  and  stranded  or  non-stranded 
configuration,  supplemented  by 
payment  based  on  the  number  of 
sources  used  in  a  specific  clinical  case. ' 
adequately  accounts  for  the  major 
expected  sources  of  variability  across 
treatments.  As  we  also  explained 
previously  (72  FR  66782  and  74  FR 
60535),  a  prospective  payment  system 
such  as  the  OPPS  relies  on  the  concept 
of  averaging,  where  the  payment  may  be 
more  or  less  than  the.estimated  cost  of 
providing  a  service  for  a  particular 
patient,  but  with  the  exception  of  outlier 
cases,  it  is  adequate  to  ensure  access  to 
appropriate  care.  In  the  case  of 
hrachytherapy  sources  for  which  the 
law  requires  separate  payment  groups, 
without  packaging,  the  costs  of  these 
individual  items  could  be  expected  to 
show  greater  variation  than  some  other 
APCs  under  the  OPPS  because  higher 
variability  in  costs  for  some  component 
items  and  services  is  not  balanced  with 
lower  variability  for  others  and  because 
relative  weights  are  typically  estimated 
using  a  smaller  se,t  of  claims. 
Nevertheless,  we  believe  that 
prospective  payment  for  hrachytherapy 
sources  based  on  median  costs  from 
claims  calculated  according  to  the 
standard  OPPS  methodology  is 
appropriate  and  provides  hospitals  with 
the  greatest  incentives  for  efficiency  in 
furnishing  hrachytherapy  treatment. 

Under  the  budget  neutral  provision 
for  the  OPPS,  it  is  the  relativity  of  costs 
of  services,  not  their  absolute  costs,  that 
is  important,  and  we  believe  that 
hrachytherapy  sources  are  appropriately 
paid  according  to  the  standard  OPPS 
payment  approach.  Furthermore,  we  are 
not  concerned  that  some  sources  may 
have  median  costs  and  payment  rates 
based  on  50  or  fewer  providers,  because 
it  is  not  uncommon  for  OPPS 
prospective  payment  rates  to  be  based 
on  claims  from  a  relatively  small 
number  of  hospitals  that  furnished  the 
service  in  the  year  of  claims  data 
available  for  the  OPPS  update  year.  Fifty 
hospitals  may  report  hundreds  of 
hrachytherapy  source  claims  for  many 
cases  and  comprise  the  universe  of 
providers  using  particular  low  volume 


sources,  for  which  we  are  required  to 
pay  separately  by  statute.  Further,  our 
methodology  for  estimating  median 
costs  for  hrachytherapy  sources  utilizes 
all  line-item  charges  for  those  sources, 
which  allows  us  to  use  all  hospital 
reported  charge  and  estimated  cost 
information  to  set  payment  rates  for 
these  items.  Therefore,  no 
hrachytherapy  source  claims  are  lost. 

We  have  no  reason  to  believe  that 
prospective  payment  rates  based  on 
claims  from  those  providers  furnishing 
a  particular  source  do  not  appropriately 
reflect  the  cost  of  that  source  to 
hospitals.  As  for  most  other  OPPS 
services,  we  note  that  the  median  costs 
for  hrachytherapy  sources  are  based 
upon  the  costs  of  those  providers  that 
furnished  the  sources  in  CY  2009. 
Hospitals  individually  determine  their 
charge  for  an  item  or  service,  and  one 
of  Medicare’s  primary  requirements  for 
setting  a  charge  is  that  it  be  reasonably 
and  consistently  related  to  the  cost  of 
the  item  or  service  for  that  facility 
(Medicare  Provider  Reimbursement 
Manual,  Part  I,  Section  2203).  We  then 
estimate  a  cost  from  that  charge  using 
the  hospital’s  most  recent  Medicare 
hospital  cost  report  data  in  our  standard 
OPPS  ratesetting  process.  In  as  much  as 
we  paid  hospitals  at  charges  adjusted  to 
cost  for  hrachytherapy  sources  in  CY 

2009  based  on  these  exact  charges,  we 
believe  a  hospital’s  individual  charges 
are  accurate  for  its  institution. 

In  the  case  of  high  and  low  activity 
iodine-125  sources,  our  claims  data 
showed  that  the  cost  of  the  high  activity 
source  is  greater  than  the  low  activity 
sources.  However,  this  relationship  is 
reversed  for  palladium-103  sources,  as 
one  commenter  pointed  out.  We  have  no 
information  about  the  expected  cost 
differential  between  high  and  low 
activity  sources  of  various  isotopes 
other  than  what  is  available  in  our 
claims  and  hospital  cost  report  data.  For 
high  activity  palladium-103,  only  11 
hospitals  reported  this  service  in  CY 
2009,  compared  to  158  and  256 
providers  for  low  activity  palladium 
sources  described  by  HCPCS  codes 
C2640  and  C2641,  respectively.  As  we 
stated  regarding  this  issue  in  the  CY 

2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60535),  it  is 
clear  that  fewer  providers  furnished 
high  activity  palladium-103  sources 
than  low  activity  palladium  sources, 
and  we  expect  that  the  hospital  cost 
distribution  for  those  hospitals  could  be 
different  than  the  cost  distribution  of 
the  large  number  of  providers  reporting 
the  low  activity  sources.  These  varied 
cost  distributions  clearly  contribute  to 
the  observed  relationship  in  median 
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costs  between  the  different  types  of 
sources.  However,  we  see  no  reason 
why  our  standard  ratesetting 
methodology  for  brachytherapy  sources 
that  relies  on  all  claims  from  all 
hospitals  furnishing  brachytherapy 
sources  would  not  yield  valid  median 
costs  for  those  hospitals  furnishing  the 
different  brachytherapy  sources  upon 
which  CY  2011  prospective  payments 
rates  are  based. 

Prospective  payment  for 
brachytherapy  sources  based  on  their 
median  costs  makes  the  source  payment 
an  integral  part  of  the  OPPS,  rather  than 
a  separate  cost-based  payment 
methodology  within  the  OPPS.  We 
believe  that  consistent  and  predictable 
prospectively  established  payment  rates 
under  the  OPPS  for  brachytherapy 
sources  are  appropriate  because  we  do 
not  believe  that  the  hospital  resource 
costs  associated  with  specific 
brachytherapy  sources  would  vary 
greatly  across  hospitals  or  clinical 
conditions  under  treatment,  other  than 
through  differences  in  the  numbers  of 
sources  utilized  that  would  be 
accounted  for  in  the  standard  OPPS 
pavmeijt  methodology  we  are  finalizing 
for  CY  2011. 

We  agree  that  high  dose  rate  (HDR) 
brachytherapy  sources  such  as  HDR 
irirdium-192  have  a  fixed  active  life  and 
must  be  replaced  every  90  days;  as  a 
result,  hospitals’  per-treatment  cost  for 
the  source  would  be  dependent  on  the 
number  of  treatments  furnished  per 
source.  The  source  cost  must  be 
amortized  over  the  life  of  the  source. 
Therefore,  in  establishing  their  charges 
for  HDR  iridium,  we  expect  hospitals  to 
project  the  number  of  treatments  that 
would  be  provided  over  the  life  of  the 
source  and  establish  their  charges  for 
the  source  accordingly,  as  we  have 
stated  previously  (72  FR  66783  and  74 
FR  60535).  For  most  such  OPPS 
services,  our  practice  is  to  establish 
prospective  payment  rates  based  on  the 
median  costs  from  hospitals’  claims- 
data,  to  provide  incentives  for  efficient 
and  cost-effective  delivery  of  these 
services. 

We  do  not  agree  with  the  commenters 
that  prospective  brachytherapy  source 
payment  based  on  median  costs  would 
increase  aggregate  Medicare 
expenditures  using  the  charges- 
adjusted-to-cost  methodology  compared 
to  the  proposed  prospective  payment 
methodology.  Our  past  studies,  such  as 
that  discussed  in  the  CY  2010  final  rule 
with  comment  period  (74  FR  60535), 
have  shown  that  payment  at  charges 
adjusted  to  cost  results  in  higher 
aggregate  payment  for  brachytherapy 
sources  than  does  prospective  payment. 
As  we  indicated  in  last  year’s  final  rule 


with  comment  period  (74  FR  60535),  we 
have  traditionally  found  that  charge 
inflation  for  brachytherapy  sources 
appears  to  be  higher  than  the  market 
basket  inflation  update  applicable  to 
prospective  payments  under  the  OPPS^ 
Therefore,  we  found  that  the  estimated 
payments  we  calculated  for 
brachytherapy  charges  adjusted  to  cost 
were  greater  than  the  estimated 
prospective  payment  rates  because  the 
hospital  market  basket  grows  more 
slowly  than  the  charges  for 
brachytherapy  sources.  The  commenter 
did  not  provide  its  aggregate  payments 
study,  and  we  do  not  know  whether  the 
commenter’s  study  took  into  account 
factors  such  as  charge  inflation. 
Moreover,  the  OPPS  is  a  prospective 
payment  system  that  ensures  equitable 
prospective  paynient  of  services  across 
providers,  and  efficient  use  of  resources, 
including  brachytherapy  sources,  which 
since  CY  2010  are  part  of  OPPS 
prospective  payment. 

Concerning  the  comment  that  some 
providers  have  decided  to  discontinue 
offering  brachytherapy  services  because 
the  OPPS  payment  rates  for  sources 
were  too  low,  there  are  many  reasons 
why  some  providers  may  discontinue 
services,  such  as  brachytherapy.  For 
example,  changes  in  medical  technology 
or  emphasis  on  different  treatment 
forms  for  a  medical  condition  can 
influence  w'hether  a  set  of  services  are 
continued.  In  addition,  providers  accept 
payment  from  a  number  of  payers  in 
addition  to  Medicare,  and  we  believe  a 
global  shift  by  a  provider  to  discontinue 
any  servif:es  would  be  influenced  by 
factors  other  than  our  payment  rates 
alone. 

We  believe  that  the  comment  that 
compared  the  frequency  of 
brachytherapy  sources  in  the  CY  2010 
final  rule  data  to  the  frequency  of 
brachytherapy  sources  in  the  CY  2011 
proposed  rule  data  and  concluded  that 
there  is  a  significant  decrease  between 
the  frequency  of  services  is  flawed 
because  the  volume  of  claims  in  a 
proposed  rule  data  set  and  the  final  rule 
data  set  will  never  be  comparable  for 
any  given  year.  Typically,  the  volume  of 
claims  in  final  rule  data  generally 
increases  in  frequency  between  10  and 
15  percent  above  the  volume  in  the 
.  proposed  rule  data  due  to  addition  of 
claims  processed  between  January  1  and 
July  1  of  the  current  year  between  the 
proposed  and  final  OPPS  rules.  For  the 
CY  2011  proposed  rule,  we  used  CY 
2009  claims  processed  before  January  1, 
2010,  but  for  this  final  rule,  we  used  CY 
2009  claims  processed  before  July  1, 
2010.  Comparing  the  frequency  of 
brachytherapy  sources  in  the  CY  2010 
final  rule  data  (CY  2008  claims 


processed  before  July  1,  2009)  to  the 
frequency  of  brachytherapy  sources  in 
the  CY  2011  final  rule  data  (CY  2009 
claims  processed  before  July  1,  2010), 
we  do  observe  that  the  aggregate 
frequency  of  brachytherapy  sources 
used  for  setting  the  medians  in  this  CY 
2011  OPPS/ASC  final  rule  with 
comment  period  (approximately  34,000 
in  the  CY  2009  claims)  is  less  than-the 
frequency  of  brachytherapy  sources  in 
the  CY  2010  OPPS  (slightly  less  than 
36,000  in  the  CY  2008  claims). 

However,  we  note  that  this  reduction 
between  CY  2008  and  CY  2009  cannot 
be  attributed  to  the  effects  of 
prospective  payment  under  the  OPPS 
because  payment  for  brachytherapy 
sources  in  both  CY  2008  and  CY  2009 
was  made  at  charges  adjusted  to  cost. 

We  appreciate  the  support  for  our 
proposed  continuance  of  the  policy  of 
assigning  new  brachytherapy  sources  for 
which  we  have  no  claims  data  to  their 
own  APCs,  with  prospective  payment 
rates  set  based  on  our  consideration  of 
external  data  and  other  relevant 
information  regarding  the  expected 
costs  of  the  sources  to  hospitals.  We  will 
continue  that  policy. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal  to  pay  for 
brachytherapy  sources  at  prospective 
payment  rates  based  on  their  source- 
specific  median. costs  for  CY  2011.  The 
separately  payable  brachytherapy  source 
HCPCS  codes,  long  descriptors,  APCs, 
status  indicators,  and  approximate  APC 
median  costs  for  CY  2011  are  presented 
in  Table  37  below.  We  also  are 
finalizing  our  proposals  to  continue  our 
policies  regarding  payment  for  NOS 
codes  for  stranded  and  non-stranded 
sources  and  new  brachytherapy  sources 
for  which  we  have  no  claims  data. 
Specifically,  we  are  finalizing  our 
proposals  to  continue  payment  for 
stranded  and  non-stranded  NOS  codes, 
HCPCS  codes  C2698  and  C2699,  at  a 
rate  equal  to  the  lowest  stranded  or  non- 
stranded  prospective  payment  for  such 
sources,  respectively,  as  discussed  in 
the  CY  2008  OPPS/ASC  final  rule  with 
commenter  period  (72  FR  66786);  and 
our  proposal  to  assign  HCPCS  codes  for 
new  brachytherapy  sources  to  their  own 
APCs,  with  payment  rates  based  on 
consideration  of  external  data  and  other 
relevant  information,  in  the  absence  df 
claims  data.  Once  claims  data  are 
available,  our  standard  ratesetting 
process  will  be  applied  to  the 
calculation  of  the  median  cost  for  the 
new  brachyhterapy  source. 

Consistent  with  our  policy  regarding 
APC  payments  made  on  a  prospective 
basis,  we  are  finalizing  our  proposal  to 
subject  the  cost  of  brachytherapy 
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sources  to  the  outlier  provision  of  weights  to  scaling  for  purposes  of 

section  1833(t)(5)  of  the  Act,  and  also  to  budget  neutrality, 
subject  brachytherapy  source  payment 

Table  37— Separately  Payable  Brachytherapy  Sources  for  CY  2011 


CY  2010 
HCPCS  code 

i 

CY  2010  long  descriptor  ' 

j 

CY  201 1  APC  i 

CY  201 1 

SI 

CY  201 1  ap¬ 
proximate 
APC  median 
cost 

A9527  . 

Iodine  I-125,  sodium  iodide  solution,  therapeutic,  per  millicurie . 

2632 

U  ! 

$21 

C1716  . 

Brachytherapy  source,  non-stranded,  Gold-198,  per  source  . . 

1716 

U 

188 

C1717  . 

Brach^herapy  source,  non-stranded.  High  Dose  Rate  Iridium-192,  per 
source. 

1717 

U 

217 

C1719  . 

Brachytherapy  source,  non-stranded,  Non-High  Dose  Rate  Iridium-192,  per 
source. 

1719 

1  U  i 

i  i 

28 

C2616  . 

Brachytherapy  source,  non-stranded,  Yttrium-90,  per  source  . 

2616 

I  U  1 

16,392 

C2634  . 

Brachytherapy  source-,  non-stranded.  High  Activity,  Iodine-125,  greater  than 
1.01  mCi  (NIST),  per  source. 

2634 

i  u 

i 

56 

1 

C2635  . 

Brachytherapy  source,  non-stranded.  High  Activity,  Palladium-103,  greater 
than  2.2  mCi  (NIST),  per  source. 

2635 

1  ^ 

28 

i 

C2636  . 

Brachytherapy  linear  source,  non-stranded,  Palladium-103,  per  1MM  . 

2636 

!  u 

i  37 

C2638  . 

Brachytherapy  source,  stranded,  Iodine-125,  per  source . . 

2638 

1  u 

i  41 

C2639  . 

Brachytherapy  source,  non-stranded,  Iodine-125,  per  source . 

2639 

1  u 

i  .  36 

C2640  . 

Brachytherapy  source,  stranded,  Palladium-103,  per  source . 

2640 

1  u 

'  72 

C2641  . 

Brachytherapy  source,  non-stranded,  Palladium-103,  per  source . 

2641 

i  u 

1  65 

C2642  . 

1  Brachytherapy  source,  stranded,  Cesium-131,  per  source*  . 

2642 

i  u 

123 

C2643  . 

Brachytherapy  source,  non-stranded,  Cesium-131,  per  source  . . . 

2643 

1  u 

66 

C2698  . 

Brachytherapy  source,  stranded,  not  othenwise  specified,  per  source . 

2698 

!  u 

•  *41 

C2699  . 

Brachytherapy  source,  non-stranded,  not  otherwise  specified,  per  source . 

2699 

i  u 

*28 

*  Median  cost  is  that  of  the  lowest  cost  stranded  or  non-stranded  source  upon  which  proposed  CY  201 1  payrnent  for  the  NOS  HCPCS  code  is 
based. 


We  continue  to  invite  hospitals  and 
other  parties  to  submit 
recommendations  to  us  for  new  HCPCS 
codes  to  describe  new  brachytherapy 
sources  consisting  of  a  radioactive 
isotope,  including  a  detailed  rationale  to 
support  recommended  new  sources. 

Such  recommendations  should  be 
directed  to  the  Division  of  Outpatient 
Care,  Mail  Stop  C4-05-17,  Centers  for 
Medicare  and  Medicaid  Services,  7500 
Security  Boulevard,  Baltimore,  MD 
21244.  We  will  continue  to  add  new 
brachytherapy  source  codes  and 
descriptors  to  our  systems  for  payment 
on  a  quarterly  basis. 

VIII.  OPPS  Payment  for  Drug 
Administration  Services 

A.  Background 

In  CY  2005,  in  response  to  the 
recommendations  made  by  public 
commenters  and  the  hospital  industry, 
OPPS  transitioned  from  Level  II  HCPCS 
Q-codes  to  the  use  of  CPT  codes  for  drug 
administration  services.  These  CPT 
codes  allowed  specific  reporting  of 
services  regarding  the  number  of  hours 
for  an  infusion  and  provided 
consistency  in  coding  between  Medicare 
and  other  payors.  (For  a  discussion 
regarding  coding  and  payment  for  drug 
administration  services  prior  to  CY 
2005,  we  refer  readers  to  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66787).) 


While  hospitals  began  adopting  CPT 
codes  for  outpatient  drug  administration 
services  in  CY  2005,  physicians  paid 
under  the  MPFS  were  using  HCPCS  G- 
codes  in  CY  2005  to  report  office-based 
drug  administration  services.  These 
HCPCS  G-codes  were  developed  in 
anticipation  of  substantial  revisions  to 
the  drug  administration  CPT  codes  by 
the  CPT  Editorial  Panel  that  were 
expected  for  CY  2006. 

In  CY  2006,  as  anticipated,  the  CPT 
Editorial  Panel  revised  its  coding 
structure  for  drug  administration 
services  and  incorporated  new  concepts, 
such  as  initial,  sequential,  and 
concurrent  services,  into  a  structure  that 
previously  distinguished  services  based 
on  type  of  administration 
(chemotherapy/nonchemotherapy) , 
method  of  administration  (injection/ 
infusion/push),  and  for  infusion 
services,  first  hour  aijd  additional  hours. 
For  CY  2006,  we  implemented  the  CY 
2006  drug  administration  CPT  codes 
that  did  not  reflect  the  concepts  of 
initial,  sequential,  and  concurrent 
services  under  the  OPPS,  and  we 
created  HCPCS  C-codes  that  generally 
paralleled  the  CY  2005  CPT  codes  for 
reporting  these  other  services. 

For  CY  2007,  as  a  result  of  public 
comments  on  the  proposed  rule  and 
feedback  from  the  hospital  community 
and  the  APC  Panel.  w(’  implemented  the 
full  set  of  CPT  codes  for  drug 


administration  services,  including  codes 
that  incorporated  the  concepts  of  initial, 
sequential,  and  concurrent  services.  In 
addition,  the  CY  2007  update  process 
offered  us  the  first  opportunity  to 
consider  data  gathered  from  the  use  of 
CY  2005  CPT  codes  for  purposes  of 
ratesetting.  P'or  CY  2007,  we  used  CY 
2005  claims  data  to  implement  a  six- 
level  APC  structure  for  drug 
administration  services.  In  CY  2008,  we 
continued  to  use  the  full  set  of  CPT 
codes  for  drug  administration  services 
and  continued  our  assignment  of  drug 
administration  services  to  this  six-level 
APC  structure. 

For  CY  2009,  we  continued  to  allow 
hospitals  to  use  the  full  set  of  CPT  codes 
for  drug  administration  services  but 
moved  from  a  six-level  APC  structure  to 
a  five-level  APCi  structure,  as  a  result  of 
a  hospital  cost  analysis  and  detailed 
clinical  review.  We  note  that,  while 
there  were  changes  in  the  CPT’ 
numerical  coding  for  nonchemotherapy 
drug  administration  services  in  CY 
2009,  the  existing  CPT  codes  were  only 
renumbered,  and  there  wert;  no 
significant  changes  to  the  code 
descriptors  thernselv'es.  As  we  discussed 
in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68672),  the 
CY  2009  ratesetting  process  afforded  us 
the  first  opportunity  to  examine  hospital 
claims  data  for  the  lull  set  of  CPT  codes 
that  reflected  the  concepts  of  initial. 
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sequential,  and  concurrent  services.  For 
CY  2009,  we  performed  our  standard 
annual  OPPS  review  of  the  clinical  and 
resource  characteristics  of  the  drug 
administration  CPT  codes  assigned  to 
the  six-level  CY  2008  APC  structure 
based  on  the  CY  2007  claims  data 
available  for  the  CY  2009  OPPS/ASC 
proposed  rule.  As  a  result  of  our 
hospital  cost  analysis  and  detailed 
clinical  review,  we  adopted  a  five-level 
APC  structure  for  CY  2009  drug 
administration  services  to  more 
appropriately  reflect  their  resource 
utilization  in  APCs  that  also  group 
clinically  similar  services.  As  we  noted 
in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68671), 
these  APCs  generally  demonstrated  the 
clinically  expected  and  actually 
observed  comparative  relationships 
between  the  median  costs  of  different 
types  of  drug  administration  services, 
including  initial  and  additional 
services;  chemotherapy  and  other 
diagno.stic,  prophylactic,  or  therapeutic 
services;  injections  and  infusions;  and 
simple  and  complex  methods  of  drug 
administration. 

After  analyzing  the  assignment  of  CPT 
codes  for  drug  administration  into  the 
five-level  APC  structure  by  utilizing  our 
standard  annual  OPPS  review  for 
clinical  cohesiveness  and  resource 
homogeneity,  we  continued  our  five- 
level  APC  structure  for  payment  for 
drug  administration  services  in  the 
HOPD  for  CY  2010.  In  addition,  we  used 
the  full  set  of  CPT  codes  for  drug 
administration  and  included  all 
separately  payable  drug  administration 
add-on  codes  on  the  CY  2010  bypass  list 
in  order  to  create  “pseudo”  single  claims 
for  these  codes  that  would  enable  us  to 
use  the  claims  data  to  set  payment  rates 
for  them.  As  we  stated  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60538)  since  CY  2007,  we 
continued  to  update  the  bypass 
methodology  to  reflect  the  changing 
drug  administration  HCPCS  codes  that 
are  recognized  under  the  OPPS. 

B.  Coding  and  Payment  for  Drug 
Administration  Services 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46290),  for  CY  2011,  we 
proposed  to  continue  to  use  the  full  set 
of  CPT  codes  for  reporting  drug 
administration  services  and  to  continue 
to  pay  separately  for  the  same  set  of 
drug  administration  codes  under  the  CY’ 
2011  OPPS  as  were  paid  separately  in 
the  CY  2010  OPPS.  In  addition,  as  a  part 
of  our  standard  annual  review,  we 
analyzed  the  CY  2009  claims  data  that 
reflect  assignments  of  CPT  codes  for 


drug  administration  into  the  five-level 
APC  structure  and  found  that  the 
assignment  of  separately  paid  drug 
administration  codes  to  five  APCs 
continued  to  appropriately  reflect  the 
relative  resources  required  to  furnish 
these  services.  In  addition,  as  has  been 
our  standard  policy  since  the  CY  2007 
OPPS  (71  FR  68117),  we  proposed  to 
continue  to  include  all  separately 
payable  drug  administration  add-on 
codes  on  the  bypass  list  so  that  we  can 
use  the  cost  data  we  derive  from  claims 
for  these  codes  to  establish  payment 
rates  for  them. 

Since  this  approach  was  first  adopted 
for  CY  2007,  we  have  updated  and 
expanded  the  bypass  methodology  to 
reflect  the  changing  drug  administration 
HCPCS  codes  that  are  recognized  under 
the  OPPS.  We  placed  all  of  the 
separately  payable  add-on  CPT  codes  for 
drug  administration  services,  including 
the  sequential  infusion  and  intravenous 
push  codes,  on  the  bypass  list  in  CY 
2009  (73  FR  68513)  in  order  to  continue 
this  framework  for  transforming  these 
otherwise  unusable  multiple  bills  into 
“pseudo”  single  claims  that  can  be  used 
for  OPPS  ratesetting  purposes.  We 
believe  that  this  longstanding 
methodology  results  in  the  appropriate 
payment  rates  for  the  add-on  CPT  codes 
for  drug  administration.  As  such,  in  the 
CY  2011  OPPS/ASC  proposed  rule  (75 
FR  46290),  we  proposed  to  continue  to 
use  this  methodology  for  the  CY  2011 
OPPS  because  we  believe  this  takes  into 
account  all  of  the  packaging  on  claims 
for  drug  administration  services  and, 
therefore,  provides  a  reasonable 
fi’amework  for  developing  the  giedian 
costs  for  drug  administration  services 
that  are  often  provided  in  combination 
with  one  another  (74  FR  60539). 

At  its  February  2010  meeting,  the  APC 
Panel  recommended  that  CMS  make 
CPT  code  96368  (Intravenous  infusion, 
for  therapy,  prophylaxis,  or  diagnosis 
(specify  substance  or  drug);  concurrent 
infusion  (List  separately  in  addition  to 
code  for  primary  procedure))  and  CPT 
code  93676  (Therapeutic,  prophylactic, 
or  diagnostic  injection  (specify 
substance  or  drug);  each  additional 
sequential  intravenous  push  of  the  same 
substance/drug  provided  in  a  facility 
(List  separately  in  addition  to  code  for 
primary,  separately  payable  procedure)) 
separately  payable  for  the  CY  2011 
OPPS  at  an  appropriate  payment  rate  as 
determined  by  CMS.  In  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46290), 
we  proposed  to  not  accept  this  APC 
Panel  recommendation  because  each  of 
these  two  codes  describe  services  that, 
by  definition,  are  always  provided  in 


conjunction  with  an  initial  drug 
administration  code  and  therefore  are 
appropriately  packaged  into  the 
payment  for  the  separately  payable 
services  that  they  usually  accompany. 

We  stated  that  these  services  have  been 
packaged  since  the  inception  of  the 
OPPS,  and  we  continue  to  believe  they 
are  appropriately  packaged  into  the 
payment  for  the  separately  payable 
services  without  which,  under  CPT 
guidelines  and  definitions,  they  cannot 
be  appropriately  reported.  We  refer 
readers  to  section  II.A.3.  of  this  final 
rule  with  comment  period  for  a  more 
detailed  discussion  of  payment  for 
packaged  services,  including  our 
discussion  of  the  comments  we  received 
and  our  responses  to  comments  on  our 
proposal  to  continue  to  package 
payment  for  CPT  codes  96368  and 
96376  into  the  payment  for  the 
separately  paid  procedures  with  which 
they  are  furnished. 

Comment:  Several  commenters 
supported  the  proposed  five-level  APC 
structure  for  drug  administration 
services.  Some  commenters  requested 
that  CMS  continue  to  evaluate  the  five- 
level  structure  annually. 

Response:  We  appreciate  the 
commenters’  support.  As  part  of  our 
standard  methodology,  we  expect  to 
continue  to  annually  review  the 
configuration  of  drug  administration 
APCs  in  the  future. 

After  consideration  of  the  public 
comments  we  received,  we  are  , 
finalizing  our  CY  201i  proposal, 
without  modification,  to  continue  to  use 
the  five-level  APC  structure  for  drug 
administration  services  CY  2011.  Table 
38  below  displays  the  final 
configurations  of  the  five  drug 
administration  APCs  for  CY  2011.  We 
believe  the  updated  CY  2009  claims 
data  and  the  most  recent  cost  report  data 
for  the  drug  administration  CPT  show 
that  these  codes  share  sufficiently 
similar  clinical  and  resource 
characteristics  to  justify  their  continued 
placement  in  the  five  levels  of  drug 
administration  APCs  that  were  in  effect 
in  the  CY  2010  OPPS.  The  median  cost 
for  each  of  the  separately  paid  drug 
administration  CPT  codes  is  contained 
in  the  CPT  median  cost  file  that  is 
provided  as  supporting  documentation 
to  this  final  rule  with  comment  period 
at  the  CMS  Web  site  at;  http:// 
www.cms.hhs.gov/ 

HospitalOutpatientPPS/ .  The  CY  2011 
payment  rate  for  each  of  the  drug 
administration  APCs  is  contained  in 
Addendum  B  of  this  final  rule  with 
comment  period. 
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Table  38 — CY  2011  Drug  Administration  APCs 


r 

CY  201 1  1 

HCPCS 
Code 

n 

Final  CY  201 1  I 
APC  I 

* 

Final  CY  201 1  1 
approximate  ! 
APC  median  i 
cost  1 

90471  . 

90472  . 

0436 

$26  1 

1 

90473  . 

1 

90474  . 

95115  . 

1 

1 

95117  . 

95165  . 

96361  . 

96366  . 

1 

96371  . 

j 

96372  . 

i 

96379  . 

96549  . 

i 

. i 

95144  . 

95145  . 

0437 

$36  1 

i 

95148  . 

i 

95149  . 

1 

95170  . 

1 

96367  . 

.  i 

1 

. i 

96370  . 

i 

! 

. i 

96373  . 

i 

96374  . 

j 

96375  . 

1 

.! 

96401  . 

i 

96402  . 

96405  . 

96415  . 

i 

95146  . 

95147  . 

96360  . 

96411  . 

96417  . 

96420  . 

0438 

$75 

96423  . 

96542  . 

CY  201 1  long  descriptor 


Immunization  administration  (includes-  percutaneous,  intradermal,  subcutaneous,  or 

intramuscular  injections);  one  vaccine  (single  or  combination  vaccine/toxoid). 

Immunization  administration  (includes  percutaneous,  intradermal,  subcutaneous,  or 

intramuscular  injections);  each  additional  vaccine  (single  or  combination  vaccine/toxoid) 
(List  separately  in  addition  to  code  for  primary  procedure). 

Immunization  administration  by  intranasal  or  oral  route;  one  vaccine  (single  or  combination 
vaccine/toxoid). 

Immunization  administration  by  intranasal  or  oral  route;  each  additional  vaccine  (single  or 
combination  vaccine/toxoid)  (List  separately  in  addition  to  code  for  primary  procedure). 

Professional  services  for  allergen  immuriotherapy  not  including  provision  of  allergenic  ex¬ 
tracts;  single  injection.  - 

Professional  services  for  allergen  immunotherapy  not  including  provision  of  allergenic  ex¬ 
tracts;  2  or  more  injections. 

Professional  services  for  the  supervision  of  preparation  and  provision  of  antigens  for  aller¬ 
gen  immunotherapy;  single  or  multiple  antigens  (specify  number  of  doses). 

Intravenous  infusion,  hydration;  each  additional  hour  (List  separately  in  addition  to  code  for 
primary  procedure). 

Intravenous  infusion,  for  therapy,  prophylaxis,  or  diagnosis  (specify  substance  or  drug);  each 
additional  hour  (List  separately  in  addition  to  code  for  primary  procedure). 

Subcutaneous  infusion  for  therapy  or  prophylaxis  (specify  substance  or  drug);  additional 
pump  set-up  with  establishment  of  new  subcutaneous  infusion  site(s)  (List  separately  in 
addition  to  code  for  primary  procedure). 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or  drug);  subcutaneous 
or  intramuscular. 

Unlisted  therapeutic,  prophylactic,  or  diagnostic' intravenogs  or  intra-arterial  injection  or  infu¬ 
sion. 

Unlisted  chemotherapy  procedure. 

Professional  services  for  the  supervision  of  preparation  and  provision  of  antigens  for  aller¬ 
gen  immunotherapy,  single  dose  vial(s)  (specify  number  of  vials). 

Professional  services  for  the  supervision  of  preparation  and  provision  of  antigens  for  aller¬ 
gen  immunotherapy  (specify  number  of  doses);  single  stinging  insect  venom. 

Professional  services  for  the  supervision  of  preparation  and  provision  of  antigens  for  aller¬ 
gen  immunotherapy  (specify  number  of  doses);  4  single  stinging  insect  venoms. 

Professional  services  for  the  supervision  of  preparation  and  provision  of  antigens  for  aller¬ 
gen  immunotherapy  (specify  number  of  doses);  5  single  stinging  insect  venoms. 

Professional  services  for  the  supervision  of  preparation  and  provision  of  antigens  for  aller¬ 
gen  immunotherapy;  whole  body  extract  of  biting  insect  or  other  arthropod  (specify  num¬ 
ber  of  doses). 

Intravenous  infusion,  for  therapy,  prophylaxis,  or  diagnosis  (specify  substance  or  drug);  addi¬ 
tional  sequential  infusion,  up  to  1  hour  (List  separately  in  addition  to  code  for  primary  pro¬ 
cedure). 

Subcutaneous  infusion  for  therapy  or  prophylaxis  (specify  substance  or  drug);  each  addi¬ 
tional  hour  (List  separately  in  addition  to  code  for  primary  procedure). 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or  drug);  intra-arterial. 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or  drug);  intravenous 
push,  single  or  initial  substance/drug. 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or  drug);  each  additional 
sequential  intravenous  push  of  a  new  substance/drug  (List  separately  in  additional  to  code 
for  primary  procedure). 

Chemotherapy  administration,  subcutaneous  or  intramuscular;  non-hormonal  anti-neoplastic. 

Chemotherapy  administration,  subcutaneous  or  intramuscular;  hormonal  anti-neoplastic. 

CheYnotherapy  administration;  intralesional,  up  to  and  including  7  lesions. 

Chemotherapy  administration,  intravenous  infusion  technique;  each  additional  hour  (List  sep¬ 
arately  in  addition  to  code  for  primary  procedure). 

Professjpnal  services  for  the  supervision  of  preparation  and  provision  of  antigens  for  aller¬ 
gen  immunotherapy  (specify  number  of  doses);  2  single  stinging  insect  venoms. 

Professional  services  for  the  supervision  of  preparation  and  provision  of  antigens  for  aller¬ 
gen  immunotherapy  (specify  number  of  doses);  3  single  stinging  insect  venoms. 

Intravenous  infusion,  hydration;  initial,  31  minutes  to  1  hour. 

Chemotherapy  administration;  intravenous,  push  technique,  each  additional  substance/drug 
(List  separately  in  addition  to  code  for  primary  procedure). 

Chemotherapy  administration,  intravenous  infusion  technique;  each  additional  sequential  in¬ 
fusion  (different  substance/drug),  up  to  1  hour  (List  separately  in  addition  to  code  for  pri¬ 
mary  procedure). 

Chemotherapy  administration,  intra-arterial;  push  technique. 

Chemotherapy  administration,  intra-arterial;  infusion  technique,  each  additional  hour  (List 
separately  in  addition  to  code  for  primary  procedure). 

Chemotherapy  injection,  subarachnoid  or  intraventricular  via  subcutaneous  reservoir,  single 
or  multiple  agents. 
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Table  38— CY  201 1  Drug  Administration  APCs— Continued 


CY  2011 
HCPCS 
Code 

Final  CY  2011 
APC 

Final  CY  2011 
approximate 
APC  median 
cost 

CY  201 1  long  descriptor 

95990  . 

95991  . 

0439 

$127 

•  RefiHtng  and  maintenance  of  implantable  pump  or  reservoir  for  drug  delivery,  spinal 
(intrathecal,  epidural)  or  brain  (intraventricular). 

Refilling  and  maintenance  of  implantable  pump  or  reservoir  for  drug  delivery,  spinal 
(intrathecal,  epidural)  or  brain  (intraventricular):  administered  by  physician. 

Intravenous  infusion,  for  therapy,  prophylaxis,  or  diagnosis  (specify  substance  or  drug);  ini¬ 
tial,  up  to  1  hour. 

Subcutaneous  infusion  for  therapy  or  prophylaxis  (specify  substance  or  drug);  initial,  up  to  1 
hour,  including  pump  set-up  and  establishment  of  subcutaneous  infusion  site(s). 

Chemotherapy  administration:  intralesional,  more  than  7  lesions. 

Chemotherapy  administration;  intravenous,  push  technique,  single  or  initial  substance/drug. 

Chemotherapy  administration  into  pleural  cavity,  requiring  and  including  thoracentesis. 

Refilling  and  maintenance  of  portable  pump. 

Refilling  and  maintenance  of  implantable  pump  or  reservoir  for  drug  delivery,  systemic  (e.g.,' 
intravenous,  intra-arterial). 

Chemotherapy  administration;  intravenous  infusion  technique;  up  to  1  hour,  single  or  initial 
substance/drug. 

Chemotherapy  administration,  intravenous  infusion  technique;  initiation  of  prolonged  chemo¬ 
therapy  infusion  (more  than  8  hours),  requiring  use  of  a  portable  or  implantable  pump. 

Chemotherapy  administration,  intra-arterial;  infusion  technique,  up  to  1  hour. 

Chemotherapy  administration,  intra-arterial:  infusion  technique,  initiation  of  prolonged  infu¬ 
sion  (more  than  8  hours),  requiring  the  use  of  a  portable  or  implantable  pump. 

Chemotherapy  administration  into  peritoneal  cavity,  requiring  and  including 

peritoneocentesis. 

Chemotherapy  administration,  into  CNS  (e.g.,  intrathecal),  requiring  and  including  spinal 
puncture. ' 

Intravenous  infusion  for  therapy/diagnosis;  initiation  of  prolonged  infusion  (more  than  eight 
hours),  requiring  use  of  portable  or  implantable  pump. 

96365  . 

96369  . 

96406  . 

96409  . 

96440  . 

96521  . 

96522  . 

96413  . 

96416  . 

0440 

$204 

96422  . 

96425  . 

96445  . 

96450  . 

C8957  . 

IX.  OPPS  Payment  for  Hospital 
Outpatient  Visits 

A.  Background 

Currently,  hospitals  report  visit 
HCPCS  codes  to  describe  three  types  of 
OPPS  services:  clinic  visits;  emergency 
department  visits;  and  critical  care 
services.  For  OPPS  purposes,  we 
recognize  clinic  visit  codes  as  those 
codes  defined  in  the  CPT  code  book  to 
report  evaluation  and  management 
(E/M)  services  provided  in  the 
physician’s  office  or  in  an  outpatient  or 
other  ambulatory  facility.  We  recognize 
emergency  department  visit  codes  as 
those  codes  used  to  report  E/M  services 
provided  in  the  emergency  department. 


Emergency  department  visit  codes 
consist  of  five  CPT  codes  that  apply  to 
Type  A  emergency  departments  and  five 
Level  II  HCPCS  codes  that  apply  to  Type 
B  emergency  departments.  For  OPPS 
purposes,  we  recognize  critical  care 
codes  as  those  CPT  codes  used  by 
hospitals  to  report  critical  care  services 
that  involve  the  “direct  delivery  by  a 
physician(s)  of  medical  care  for  a 
critically  ill  or  critically  injured 
patient,”  as  defined  by  the  CPT  code 
book.  In  Transmittal  1139,  Change 
Request  5438,  dated  December  22,  2006, 
we  stated  that,  under  the  OPPS,  the  time 
that  can  be  reported  as  critical  care  is 
the  time  spent  by  a  physician  and/or 
hospital  staff  engaged  in  active  face-to- 


face  critical  care  of  a  critically  ill  or 
critically  injured  patient.  Under  the 
OPPS,  we  also  recognize  HCPCS  code 
G0390  (Trauma  response  team 
associated  with  hospital  critical  care 
service)  for  the  reporting  of  a  trauma 
response  in  association  with  critical 
care  services. 

As  we  proposed  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46294), 
we  are  continuing  to  recognize  these 
CPT  and  HCPCS  codes  describing  clinic 
visits.  Type  A  and  Type  B  emergency 
department  visits,  critical  care  services, 
and  trauma  team  activation  provided  in 
association  with  critical  care  services  for 
CY  2011.  These  codes  are  listed  below 
in  Table  39. 


Table  39 — HCPCS  Codes  Used  to  Report  Clinic  and  Emergency  Department  Visits  and  Critical  Care 

Services 


CY  2011 
HCPCS 
Code 


CY  201 1  de^riptor 


Clinic  Visit  HCPCS  Codes 


99201 

99202 

99203 

99204 

99205 

99211 

99212 

99213 

99214 


Office  or  other  outpatient  visit  for  the  evaluation  and  management 
Office  or  other  outpatient  visit  for  the  evaluation  and  management 
Office  or  other  outpatient  visit  for  the  evaluation  and  management 
Office  or  other  outpatient  visit  for  the  evaluation  and  management 
Office  or  other  outpatient  visit  for  the  evaluation  and  management 
Office  or  other  outpatient  visit  for  the  evaluation  and  management 
Office  or  other  outpatient  visit  for  the  evaluation  and  management 
Office  or  other  outpatient  visit  for  the  evaluation  and  management 
Office  or  other  outpatient  visit  for  the  evaluation  and  management 


of  a  new  pafient  (Level  1). 
of  a  new  patient  (Level  2). 
of  a  new  patient  (Level  3). 
of  a  new  patient  (Level  4). 
of  a  new  patient  (Level  5). 
of  an  established  patient  (Level  1). 
of  an  established  patient  (Level  2). 
of  an  established  patient  (Level  3). 
of  an  established  patient  (Level  4). 
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Table  39— HCPCS  Codes  Used  to  Report  Clinic  and  Emergency  Department  Visits  and  Critical  Care 

Services — Continued 


CY  201 1 

HCPCS 

Code 

CY  201 1  descriptor 

99215  . 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  5). 

Emergency  Department  Visit  HCPCS  Codes 

99281  ... 

99282  ... 

99283  ... 

99284  ... 

99285  ... 
G0380  .. 
G0381  .. 
G0382  .. 
G0383  .. 
G0384  ... 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  1). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  2). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  3). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  4). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  5). 

Type  B  emergency  department  visit  (Level  1). 

Type  B  emergency  department  visit  (Level  2).  . 

Type  B  emergency  department  visit  (Level  3). 

Type  B  emergency  department  visit  (Level  4). 

Type  B  emergency  department  visit  (Level  5). 

Critical  Care  Services  HCPCS  Codes 

99291  . 

99292  . 

G0390  . 

Critical  care,  evaluation  and  management  of  the  critically  ill  or  critically  injured  patient;  first  30-74  minutes. 
Critical  care,  evaluation  and  management  of  the  critically  ill  or  critically  injured  patient;  each  additional  30 
minutes. 

Trauma  response  associated  with  hospital  critical  care  service 

During  the  February  2010  APC  Panel 
meeting,  the  APC  Panel  recommended 
that  CMS  continue  to  report  on-clinic 
and  emergency  department  visits  and 
observation  services  in  the  claims  data, 
and  that  if  CMS  identifies  changes  in 
patterns  of  utilization  of  cost,  it  bring 
those  issues  before  the  Visits  and 
Observation  Subcommittee  for  future 
consideration.  The  APC  Panel  also 
recommended  that  the  work  of  the 
Visits  and  Observation  Subcommittee 
continue.  In  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46296),  we 
indicated  that  we  are  adopting  these 
recommendations  and  plan  to  provide 
the  requested  data  and  analyses  to  the 
APC  Panel  at  an  upcoming  meeting. 

At  its  August  2010  meeting,  the  APC 
Panel  recommended  that  CMS  continue 
to  report  claims  data  for  clinic  and 
emergency  department  visits  and 
observation  services,  critical  care,  and 
trauma  activation  services  and,  if  CMS 
identifies  changes  in  patterns  of 
utilization  or  cost,  that  it  bring  those 
issues  before  the  APC  Panel  for  future 
consideration.  The  APC  Panel  also 
recommended  that  CMS  provide 
additional  information  about  critical 
care  patients  with  a  primary  diagnosis 
of  unspecified  chest  pain  or  other  chest 
pain,  such  as  the  three  most  common 
sfecondary  diagnoses  and  patient 
disposition.  The  APC  Panel 
recommended  that  the  work  of  the 
Visits  and  Observation  Subcommittee 
continue  and  that  Randall  Oyer,  M.D., 
be  named  chair  of  the  Visits  and 
Observation  Subcommittee  beginning  at 
the  next  meeting;  We  are  accepting  all 


of  these  recommendations  and  will 
present  the  available  requested  data  at 
an  upcoming  meeting  of  the  APC  Panel. 

B.  Policies  for  Hospital  Outpatient  Visits 

1.  Clinic  Visits;  New  and  Established 
Patient  Visits 

As  reflected  in  Table  39,  hospitals  use 
different  CPT  codes  for  clinic  visits 
based  on  whether  the  patient  being 
treated  is  a  new  patient  or  an 
established  patient.  Beginning  in  CY 
2009,  we  refined  the  definitions  of  a 
new  patient  and  an  established  patient 
to  reflect  whether  or  not  the  patient  has 
been  registered  as  an  inpatient  or 
outpatient  of  the  hospital  within  the 
past  3  years.  A  patient  who  has  been 
registered  as  an  inpatient  or  outpatient 
of  the  hospital  within  the  3  years  prior 
to  a  visit  would  be  considered  to  be  an 
established  patient  for  that  visit,  while 
a  patient  who  has  not  been  registered  as 
an  inpatient  or  outpatient  of  the  hospital 
within  the  3  years  prior  to  a  visit  would 
be  considered  to  be  a  new  patient  for 
that  visit.  We  refer  readers  to  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68677  through 
68680)  for  a  full  discussion  of  the 
refined  definitions. 

We  stated  in  the  CY  2010  OPPS/ASC 
proposed  rule  (75  FR  46296)  that  we 
continue  to  believe  that  defining  new  or 
established  patient  status  based  on 
whether  the  patient  has  been  registered 
as  an  inpatient  or  outpatient  of  the 
hospital  within  the  3  years  prior  to  a 
visit  will  reduce  hospitals’ 
administrative  burden  associated  with,. 


reporting  appropriate  clinic  visit  CPT 
codes.  For  CY  2011,  we  proposed  to 
continue  recognizing  the  refined 
definitions  of  a  new  patient  and  an 
established  patient,  and  applying  our 
policy  of  calculating  median  costs  for 
clinic  visits  under  the  OPPS  using 
historical  hospital  claims  data.  As 
discussed  in  section  II.A.2.e.(l)  of  the 
proposed  rule  and  consistent  with  our 
CY  2010  policy,  when  calculating  the 
median  costs  for  the  clinic  visit  APCs 
(0604  through  0608),  we  proposed  to 
continue  to  utilize  our  methodology  that 
excludes  those  claims  for  visits  that  are 
eligible  for  payment  through  the 
extended  assessment  and  management 
composite  APC  8002  (Level  I  Extended 
Assessment  and  Management 
Composite).  We  stated  in  the  proposed 
rule  that  we  continue  to  believe  that  this 
approach  results  in  the  most  accurate 
cost  estimates  for  APCs  0604  through 
0608  for  CY  2011. 

Comment-:  Several  commenters 
recommended  that  CMS  remove  the 
distinction  between  new  and 
established  patient  clinic  visits,  arguing 
that  facilities  must  expend  the  same 
level  of  resources  regardless  of  whether 
the  patient  was  registered  as  an 
inpatient  or  an  outpatient  in  the 
hospital  within  the  past  3  years.  Some 
commenters  also  asserted  that  a  patient 
is  still  “new”  the  first  time  he  or  she 
receives  services  at  a  particular  hospital 
clinic  even  if  the  patient  has  been  seen 
elsewhere  in  the  hospital  within  the  last 
3  years.  In  addition,  some  commenters 
stated  that  there  are  significant 
operational  issues  involved  with 
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implementing  the  3-year  criterion  for 
hospital  clinic  visit  billing  purposes. 
Some  commenters  argued  that  any 
differences  in  costs  that  is  evident  in 
claims  data  for  new  patient  visits  versus 
established  patient  visits  would  be  the 
result  of  hospitals’  erroneous  reporting 
of  these  codes,  rather  than  any  real 
difference  in  the  level  of  resources 
expended  treating  a  new  versus  an 
established  patient. 

Many  commenters  suggested  that,  as 
an  alternative  to  the  clinic  visit  CPT 
codes  for  new  and  established  patients, 

*  hospitals  bill  for  visits  based  on  the 
resources  expended  in  the  visit  at  a 
level  determined  by  the  hospitals’ 
internal  reporting  guidelines,  regardless 
of  whether  the  patient  is  new  or 
established.  Some  commenters  stated 
that,  if  CMS  chooses  to  continue  to 
require  hospitals  to  report  both  new  and 
established  patient  visit  codes,  the 
distinction  should  be  based  upon 
whether  the  patient  has  a  medical 
record. 

Response:  As  we  stated  in  the  CY 

2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60547),  because 
hospital  claims  data  continue  to  show 
significant  cost  differences  between  new 
and  established  patient  visits,  we 
continue  to  believe  it  is  necessary  and 
appropriate  to  recognize  the  CPT  codes 
for  both  new  and  established  patient 
visits  and,  in  some  cases,  provide 
differential  payment  for  new  and 
established  patient  visits  of  the  same 
level.  For  example,  the- final  CY  2011 
median  cost  for  the  Level  3  new  patient 
clinic  visit,  described  by  CPT  code 
99203  and  calculated  using  over 
200,000  single  claims  from  CY  2009,  is 
approximately  $101,  while  the  final  CY 

2011  median  cost  for  the  Level  3 
established  patient  clinic  visit, 
described  by  CPT  code  99213  and 
calculated  using  over  4.8  million  single 
claims  fi-om  CY  2009,  is  approximately 
$76.  We  believe  this  difference  in 
median  costs  warrants  continued 
assignment  of  these  CPT  codes  to 
different  APCs  for  CY  2011.  * 

Given  that  we  have  a  substantial 
volume  of  single  claims  fi'om  a 
significant  number  of  hospitals  upon 
which  to  calculate  the  median  costs  for 
all  levels  of  clinic  visits,  we  do  not  agree 
with  the  commenters  that  the 
differences  in  costs  for  new  versus  ' 
established  patient  visits  are  flawed.  We 
expect  hospitals  to  report  all  HCPCS 
codes  in  accordance  with  correct  coding 
principles,  CPT  code  descriptions,  and 
relevant  CMS  guidance,  which,  in  this 
case,  specifies  that  the  meanings  of 
“new”  and  “established”  patients  as 
included  in  the  clinic  visit  CPT  code 
descriptors  pertain  to  whether  or  not  the 


patient  has  been  registered  as  an 
inpatient  or  an  outpatient  of  the  hospital 
within  the  past  3  years  (73  FR  68679). 

As  we  have  stated  in  the  past  (74  FR 
60547),  we  have  no  reason  to  believe 
that  hospitals  are  systematically 
disregarding  these  principles  to  the 
extent  that  our  median  costs  for  clinic 
visits,  which  are  based  on  data  from 
millions  of  single  claims,  would  be 
artificially  skewed. 

As  we  stated  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68678),  with  respect  to  a  patient 
being  new  the  first  time  he  or  she 
receives  services  at  a  particular  hospital 
clinic  even  if  the  patient  has  been  seen 
elsewhere  in  the  hospital  within  the  last 
3  years,  we  believe  this  approach  could 
be  problematic  because  we  do  not 
believe  that  every  clinic  has  clear 
administrative  boundaries  that  define 
whether  the  patient  was  previously  seen 
in  that  particular  clinic.  We  also  note 
that,  as  we  have  stated  in  the  pa.st  (73 
FR  68678)  concerning  commenters’ 
request  that  the  distinction  between 
new  and  established  patients  be  based 
upon  whether  the  patient  has  a  medical 
record,  we  continue  to  believe  it  is 
appropriate  to  include  a  time  limit 
when  determining  whether  a  patient  is 
new  or  established  because  we  would 
expect  that  care  of  a  patient  who  was 
not  treated  at  the  hospital  for  several 
years  prior  to  a  visit  could  require 
significantly  greater  hospital  resources 
than  care  for  a  patient  who  was  recently 
treated  at  the  hospital. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  continue  to 
define  new  or  established  patient  status 
for  the  purpose  of  reporting  the  clinic 
visit  CPT  codes,  on  the  basis  of  whether 
or  not  the  patient  has  been  registered  as 
an  inpatient  or  outpatient  of  the  hospital 
within  the  past  3  years.  We  also  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  continue  our 
policy  of  calculating  median  costs  for 
clinic  visits  under  the  OPPS  using 
historical  hospital  claims  data.  As 
discussed  in  detail  in  section  II.A.2.e.(l) 
of  this  final  rule  with  comment  period 
and  consistent  with  our  CY  2010  policy, 
when  calculating  the  median  costs  for 
the  clinic  visit  APCs  (0604  through 
0608),  we  utilized  our  methodology  that 
excludes  those  claims  for  visits  that  are 
eligible  for  payment  through  the 
extended  assessment  and  management 
composite  APC  8002  (Level  I  Extended 
Assessment  and  Management 
Composite).  We  continue  to  believe  that 
this  approach  results  in  the  most 
accurate  cost  estimates  for  APCs  0604 
through  0608  for  CY  2011. 


2.  Emergency  Department  Visits 

Since  CY  2007,  we  have  recognized 
two  different  types  of  emergency 
departments  for  payment  purposes 
under  the  OPPS — Type  A  emergency 
departments  and  Type  B  emergency 
departments.  As  described  in  greater 
detail  below,  by  providing  payment  for 
two  types  of  emergency  departments, 
we  recognize,  for  OPPS  payment 
purposes,  both  the  CPT  definition  of  an 
emergency  department,  which  requires 
the  facility  to  be  available  24,hours,  and 
the  requirements  for  emergency 
departments  specified  in  the  provisions 
of  the  Emergency  Medical  Treatment 
and  Labor  Act  (EMTALA)  (Pub.  L.  99- 
272),  which  do  not  stipulate  24-hour 
availability  but  do  specify  other 
obligations  for  hospitals  that  offer 
emergency  services.  For  more  detailed 
information  on  the  EMTALA  provisions, 
we  refer  readers  to  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68680). 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68132),  we 
finalized  the  definition  of  a  Type  A 
emergency  department  to  distinguish  it 
from  a  Type  B  emergency  department.  A 
Type  A  emergency  department  must  be 
available  to  provide  services  24  hours  a 
day,  7  days  a  week,  and  meet  one  or 
both  of  the  following  requirements 
related  to  the  EMTALA  definition  of  a 
dedicated  emergency  department 
specified  at  42  CFR  489.24(b), 
specifically:  (1)  It  is  licensed  by  the 
State  in  which  it  is  located  under  the 
applicable  State  law  as  an  emergency 
room  or  emergency  department;  or  (2)  it 
is  held  out  to  the  public  (by  name, 
posted  signs,  advertising,  or  other 
means)  as  a  place  that  provides  care  for 
emergency  medical  conditions  on  an 
urgent  basis  without  requiring  a 
previously  scheduled  appointment.  For 
CY  2007  (71  FR  68140),  we  assigned  the 
five  CPT  E/M  emergency  department 
visit  codes  for  services  provided  in  Type 
A  emergency  departments  to  five 
created  Emergency  Visit  APCs, 
specifically  APC  0609  (Level  1 
Emergency  Visits),  APC  0613  (Level  2 
Emergency  Visits),  APC  0614  (Level  3 
Emergency  Visits),  APC  0615  (Level  4 
Emergency  Visits),  and  APC  0616  (Level 
5  Emergency  Visits).  We  defined  a  Type 
B  emergency  department  as  any 
dedicated  emergency  department  that 
incurred  EMTALA  obligations  but  did 
not  meet  the  CPT  definition  of  an 
emergency  department.  For  example,  a 
hospital  department  that  may  be 
characterized  as  a  Type  B  emergency 
department  would  meet  the  definition 
of  a  dedicated  emergency  department 
but  may  not  be  available  24  hours  a  day. 
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7  days  a  week.  Hospitals  with  such 
dedicated  emergency  departments  incur 
EMTALA  obligations  with  respect  to  an 
individual  who  presents  to  the 
department  and  requests,  or  has  a 
request  made  on  his  or  her  behalf, 
examination  or  treatment  for  a  medical 
condition. 

To  determine  whether  visits  to  Type 
B  emergency  departments  have  different 
resource  costs  than  visits  to  either 
clinics  or  Type  A  emergency 
departments,  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68132),  we  finalized  a  set  of  five  HCPCS 
G-codes  for  use  by  hospitals  to  report 
visits  to  all  entities  that  meet  the 
definition  of  a  dedicated  emergency 
department  under  the  EMTALA 
regulations  but  that  are  not  Type  A 
emergency  departments.  These  codes 
are  called  “Type  B  emergency 
department  visit  codes.”  In  the  CY-2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68132),  we  explained  that 
these  new  HCPCS  G-codes  would  serve 
as  a  vehicle  to  capture  median  cost  and 
resource  differences  among  visits 
provided  by  Type  A  emergency 
departments.  Type  B  emergency 
departments,  and  clinics.  We  stated  that 
the  reporting  of  specific  HCPCS  G-codes 
for  emergency  department  visits 
provided  in  Type  B  emergency 
departments  would  permit  us  to 
specifically  collect  and  analyze  the 
hospital  resource  costs  of  visits  to  these 
facilities  in  order  to  determine  if,  in  the 
future,  a  proposal  for  an  alternative 
payment  policy  might  be  warranted.  We 
expected  hospitals  to  adjust  their 
charges  appropriately  to  reflect 
differences  in  Type  A  and  Type  B 
emergency  department  visit  costs. 

As  we  noted  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68681),  the  CY'2007  claims  data 
used  for  that  rulemqking  were  from  the 
first  year  of  claims  data  available  for 
analysis  that  included  hospitals’  cost 
data  for  these  new  Type  B  emergency 
department  HCPCS  visit  codes.  Based 
on  our  analysis  of  the  CY  2007  claims 
data,  we  confirmed  that  the  median 
costs  of  Type  B  emergency  department 
visits  were  less  than  the  median  costs  of 
Type  A  emergency  department  visits  for 
all- but  the  level  5  visit.  In  other  words, 
the  median  costs  from  the  CY  2007 
hospital  claims  represented  real 
differences  in  the  hospital  resource 
costs  for  the  same  level  of  visits  in  a 
Type  A  or  Type  B  emergency 
department.  Therefore,  for  CY  2009,  we 
adopted  the  August  2008  APC  Panel 
recommendation  to  assign  Levels  1 
through  4  Type  B  emergency 
department  visits  to  their  own  APCs  and 
to  assign  the  Level  5  Type  B  emergency 


department  visit  to  the  same  APC  as  the 
Level  5  Type  A  emergency  department 
visit. 

As  discussed  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60548  through  60551),  analyses  of 
CY  2008  hospitals’  cost  data  from  claims 
data  used  for  CY  2010  ratesetting  for  the 
emergency  department  HCPCS  G-codes 
demonstrated  that  the  pattern  of  relative 
cost  differences  between  Type  A  and 
Type  B  emergency  department  visits 
was  largely  consistent  with  the 
distributions  we  observed  in  the  CY 

2007  data,  with  the  exception  that,  in 
the  CY  2008  data,  we  observed  a 
relatively  lower  HCPCS  code-specific 
median  cost  associated  with  Level  5 
Type  B  emergency  department  visits 
compared  to  the  HCPCS  code-specific 
median  cost  of  Level  5  Type  A 
emergency  department  visits.  As  a 
result,  for  CY  2010,  we  finalized  a 
policy  to  continue  to  pay  Levels  1 
through  4  Type  B  emergency 
department  visits  through  four  levels  of 
APCs,  and  to  pay  for  Level  5  Type  B 
emergency  department  visits  through 
new  APC  0630  (Level  5  Type  B 
Emergency  Department  Visit),  to  which 
the  Level  5  Type  B  emergency 
department  visit  HCPCS  code  is  the 
only  service  assigned. 

As  we  noted  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46297),  based 
on  the  CY  2009  claims  data  available  for 
the  proposed  rule,  we  note  that  the 
pattern  of  relative  cost  differences 
between  Type  A  and  Type  B  emergency 
department  visits  is  consistent  with  the 
distributions  we  observed  in  the  CY 

2008  claims  data,  as  demonstrated  in 
Table  32  of  the  proposed  rule. 

Therefore,  we  proposed  to  continue  to 
pay  for  Type  B  emergency  department 
visits  in  CY  2011  based  on  their  median 
costs  through  five  levels  of  APCs:  APC 
0626  (Level  1  Type  B  Emergency 
Department  Visit),  APC  0627  (Level  2 
Type  B  Emergency  Department  Visit), 
APC  0628  (Level  3  Type  B  Emergency 
Department  Visit),  APC  0629  (Level  4 
Type  B  Emergency  Department  Visit), 
and  APC  0630.  We  stated  that  we 
continue  to  believe  that  this 
configuration  pays  appropriately  for 
each  level  of  Type  B  emergency 
department  visits  based  on  estimated 
resource  costs  from  more  recent  claims 
data.  We  also  noted  that,  as  discussed  in 
section  II.A.2.e.(l)  of  the  proposed  rule 
and  consistent  with  our  CY  2010  policy, 
when  calculating  the  median  costs  for 
the  emergency  department  visit  and 
critical  care  APCs  (0609  through  0617 
and  0626  through  0630),  we  proposed  to 
utilize  our  methodology  that  excludes 
those  claims  for  visits  that  are  eligible 
for  payment  through  the  extended 


assessment  and  management  composite 
APC  8002.  We  stated  that  we  believe 
that  this  approach  will  result  in  the 
most  accurate  cost  estimates  for  APCs 
0604  through  0608  for  CY  2011. 

Comment:  One  commenter  requested 
clarification  regarding  “triage  only” 
visits  in  which  a  patient  is  seen  by  a 
nurse  and  triaged  in  the  hospital 
emergency  department  but  leaves  prior 
to  a  physician’s  examination  and 
treatment.  The  commenter  asked  if 
hospitals  can  bill  visit  codes  for  such 
cases  when  facility  resources  are 
incurred  if  the  patient  is  not  seen  by  a 
physician. 

Response:  As  we  have  stated  in  the 
past  (73  FR  68686  and  74  FR  60551), 
under  the  OPPS,  unless  indicated 
otherwise,  we  do  not  specify  the  type  of 
hospital  staff  (for  example,  nurses  or 
pharmacists)  who  may  provide  services 
in  hospitals  because  the  OPPS  only 
makes  payment  for  services  provided 
incident  to  physicians’  services. 
Hospitals  providing  services  incident  to 
physicians’  services  may  choose  a 
variety  of  staffing  configurations  to 
provide  those  services,  taking  into 
account  other  relevant  factors,  including 
State  and  local  laws,  hospital  policies, 
and  other  Federal  requirements  such  as 
EMTALA  and  the  Medicare  conditions 
of  participation  related  to  hospital 
staffing.  Billing  a  visit  code  in  addition 
to  another  service  merely  because  the 
patient  interacted  with  hospital  staff  or 
spent  time  in  a  room  for  that  service  is 
inappropriate.  A  hospital  may  bill  a 
visit  code  based  on  the  hospital’s  own 
coding  guidelines  which  must 
reasonably  relate  the  intensity  of 
hospital  resources  to  different  levels  of 
HCPCS  codes.  Services  furnished  must 
be  medically  necessary  and 
documented. 

After  consideration  of  the  public 
comments  we  received,  we  are  adopting 
our  proposal,  without  modification,  to 
continue  paying  for  Type  B  emergency 
department  visits  in  CY  2011,  consistent 
with  their  median  costs  through  5  levels 
of  Type  B  emergency  department  visit 
APCs:  APC  0626  (Level  1  Type  B 
Emergency  Visits),  APC  0627  (Level  2 
Type  B  Emergency  Visits),  APC  0628 
(Level  3  Type  B  Emergency  Visits),  APC 
0629  (Level  4  Type  B  Emergency  Visits), 
and  APC  0630  (Level  5  Type  B 
Emergency  Visits).  We  are  assigning 
HCPCS  codes  G0380,  G0381,  G0382. 
G0383,  and  G0384  (the  levels  1,  2,  3,  4, 
and  5  Type  B  emergency  department 
visit  Level  II  HCPCS  codes)  to  APCs 
0626,  0627,  0628,  0629,  and  0630, 
respectively,  for  CY  2011.  We  continue 
to  believe  that  this  configuration  pays 
appropriately  for  each  level  of  Type  B 
emergency  department  visits  based  on 
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estimated  resource  costs  from  the  most 
recent  claims  data. 

We  also  note  that,  as  discussed  in 
section  II.A.2.e.(l)  of  this  final  rule  with 
comment  period  and  consistent  with 
our  CY  2010  policy,  when  calculating 
the  median  costs  for  the  emergency 
department  visit  and  critical  care  APCs 
(0609  through  0617  and  0626  through 


0630),  we  utilized  our  methodology  that 
excludes  those  claims  for  visits  that  are 
eligible  for  payment  through  the 
extended  assessment  and  management 
composite  APC  8002  (Level  I  Extended 
Assessment  and  Management 
Composite).  We  continue  to  believe  that 
this  approach  will  result  in  the  most 


accurate  co.st  estimates  for  APCs  0604 
through  0608  for  CY  2011. 

Table  40  below  displays  the  median 
costs  for  each  level  of  Type  B  emergency 
department  visit  APCs  under  the  final 
CY  2011  configuration,  compared  to  the 
final  median  costs  for  each  level  of 
clinic  visit  APCs  and  each  level  of  Type 
A  emergency  department  visit  APCs. 


Table  40— Comparison  of  Median  Costs  for  Clinic  Visit  APCs,  TYPE  B  Emergency  Department  Visit  APCs, 

AND  Type  A  Emergency  Department  Visit  APCs 


Visit  level 

i 

CY  201 1  clinic  visit 
approximate  APC 
median  cost 

CY  2011  type  B 
emergency  department 
approximate  APC  me¬ 
dian  cost  i 

CY  201 1  type  A 
emergency  visit  approxi¬ 
mate  APC  median  cost 

Level  1  . 

$52 

$41 

$51 

Level  2  . .-. . . . 

74 

1  .  59 

86 

Level  3  . 

99 

t  100 

138 

Level  4  . , . 

127 

1  164 

220 

Level  5  . . . ' . : . 

167 

1  270 

326 

For  CY  2010  and  in  prior  years,  The 
AMA  CPT  Editorial  Panel  has  defined 
critical  care  CPT  codes  99291  (Critical 
care,  evaluation  and  management  of  the 
critically  ill  or  critically  injured  patient; 
first  30-^74  minutes)  and  99292  (Critical 
care,  evaluation  and  management  of  the 
critically  ill  or  critically  injured  patient; 
each  additional  30  minutes  (List 
separately  in  addition  to  code  for 
primary’  service))  to  include  a  wide 
range  of  ancillary  services  such  as 
electrocardiograms,  chest  X-rays  and 
pulse  oximetry'.  As  we  have  stated  in 
manual  instruction,  we  expect  hospitals 
to  report  in  accordance  wi^  CPT 
guidance  unless  we  instruct  otherwise. 
For  critical  care  in  particular,  we  have 
instructed  hospitals  that  any  services 
that  the  CPT  Editorial  Panel  indicates 
are  included  in  the  reporting  of  CPT 
code  99291  (including  those  services 
that  would  otherwise  be  reported  by  and 
paid  to  hospitals  using  any  of  the  CPT 
codes  specified  by  the  CPT  Editorial 
Panel)  should  not  be  billed  separately. 
Instead,  hospitals  should  report  charges 
for  any  services  provided  as  part  of  the 
critical  care  services.  In  establishing 
payment  rates  for  critical  care  services, 
and  other  services,  CMS  packages  the 
costs  of  certain  items  and  services 
separately  reported  by  HCPCS  codes 
into  payment  for  critical  care  services 
and  other  services,  according  to  the 
standard  OPPS  methodology  for 
packaging  costs  (Medic^e  Claims 
Processing  Manual  (Pub.  L.  100-04), 
Chapter  4,  Section  160.1). 

For  CY  2011,  the  AMA  CPT  Editorial 
Panel  is  revising  its  guidance  for  the 
critical  care  codes  to  specifically  state 
that,  for  hospital  reporting  purposes, 
critical  care  codes  do  not  include  the 


specified  ancillary  services.  Beginning 
in  CY  2011,  hospitals  that  report  in 
accordance  with  the  CPT  guidelines  will 
begin  reporting  all  of  the  ancillary 
services  and  their  associated  charges 
separately  when  they  are  provided  in 
conjunction  with  critical  care.  Because 
the  CY  2011  payment  rate  for  critical 
care  services  is  based  on  hospital  claims 
data  from  CY  2009,  during  which  time 
hospitals  would  have  reported  charges 
for  any  ancillary  services  provided  as 
part  of  the  critical  care  services,  we 
believe  it  is  inappropriate  to  pay 
separately  in  CY  2011  for  the  ancillary 
services  that  hospitals  may  now  report 
in  addition  to  critical  c^e  services. 
Therefore,  for  CY  2011,  we  will 
continue  to  recognize  the  existing  CPT 
codes  for  critical  care  services  and  are 
establishing  a  payment  rate  based  on 
our  historical  data,  into  which  the  cost 
of  the  ancillary  services  is  intrinsically 
packaged,  and  we  will  implement 
claims  processing  edits  that  will 
conditionally  package  payment  for  the 
ancillary  services  that  are  reported  on 
the  same  date  of  service  as  critical  care 
services  in  order  to  avoid  overpayment. 
The  payment  status  of  the  ancillary 
services  will  not  change  when  they  are 
not  provided  in  conjunction  with 
critical  care  services. 

Our  treatment  of  the  revised  CY  2011 
critical  care  codes  is  open  to  public 
comment  for  60  days  following  issuance 
of  this  final  rule  with  comment  period, 
and  we  w’ill  respond  to  the  comments  in 
the  CY  2012  final  rule  with  comment 
period.  We  are  assigning  status  indicator 
“Q3”  (Codes  That  May  Be  Paid  Through 
a  Composite  APC)  to  the  ancillary 
services  to  indicate  that  payment  for 
them  is  packaged  into  a  single  payment 


for  specific  combinations  of  services 
and  made  through  a  separate  APC 
payment  or  packaged  in  all  other 
circumstances,  in  accordance  with  the 
OPPS  payment  .status  indicated  for 
status  indicator  “Q3”  in  Addendum  Dl 
to  this  final  rule  with  comment  period. 
The  ancillary  services  that  were 
included  in  the  definition  of  critical 
care  prior  to  CY  2011  and  that  will  be 
conditionally  packaged  into  the 
payment  for  critical  care  services  when 
provided  on  the  same  date  of  service  as 
critical  care  serv’ices  in  CY  2011  are 
listed  in  Addendum  M  to  this  final  rule 
with  comment  period. 

3.  Visit  Reporting  Guidelines 

Since  April  7,  2000,  we  have 
instructed  hospitals  to  report  facility 
resources  for  clinic  and  emergency 
department  hospital  outpatient  visits 
using  the  CPT  E/M  codes  and  to  develop 
internal  hospital  guidelines  for 
reporting  the  appropriate  visit  level. 
Because  a  national  set  of  hospital- 
specific  codes  and  guidelines  do  not 
cirrrently  exist,  we  have  advised 
hospitals  that  each  hospital’s  internal 
guidelines  that  determine  the  levels  of 
clinic  and  emergency  department  visits 
to  be  reported  should  follow  the  intent 
of  the  CPT  code  descriptors,  in  that  the 
guidelines  should  be  designed  to 
reasonably  relate  the  intensity  of 
hospital  resources  to  the  different  levels 
of  effort  ’•epresented  by  the  codes. 

As  noted  in  detail  in  the  CY  2008 
OPPS/  ASC  final  rule  with  comment 
period  (72  FR  66802  through  66805),  we 
observed  a  normal  and  stable 
distribution  of  clinic  and  emergency 
department  visit  levels  in  hospital 
claims  over  the  past  several  years.  The 
data  indicated  that  hospitals,  on 
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average,  were  billing  all  five  levels  of 
visit  codes  with  varying  frequency,  in  a 
consistent  pattern  over  time.  Overall, 
both  the  clinic  and  emergency 
department  visit  distributions  indicated 
that  hospitals  were  billing  consistently 
over  time  and  in  a  manner  that 
distinguished  between  visit  levels, 
resulting  in  relatively  normal 
distributions  nationally  for  the  OPPS,  as 
well  as  for  specific  classes  of  hospitals. 
The  results  of  these  analyses  were 
generally  consistent  with  our 
understanding  of  the  clinical  and 
resource  characteristics  of  different 
levels  of  hospital  outpatient  clinic  and 
emergency  department  visits.  In  the  CY 
2008  OPPS/ASC  proposed  rule  (72  FR 
42764  through  42765),  we  specifically 
invited  public  comment  as  to  whether  a 
pressing  need  for  national  guidelines 
continued  at  this  point  in  the 
maturation  of  the  OPPS,  or  if  the  current 
system  where  hospitals  create  and  apply 
their  own  internal  guidelines  to  report 
visits  was  currently  more  practical  and 
appropriately  flexible  for  hospitals.  We 
explained  that,  although  we  have 
reiterated  our  goal  since  CY  2000  of 
creating  national  guidelines,  this 
complex  undertaking  for  these 
important  and  common  hospital 
services  was  proving  more  challenging 
than  we  initially  anticipated  as  we 
received  new  and  expanded  information 
from  the  public  on  current  hospital 
reporting  practices  that  led  to  ^ 

appropriate  payment  for  the  hospital 
resources  associated  with  clinic  and 
emergency  department  visits.  We  stated 
our  belief  that  many  hospitals  had 
worked  diligently  and  carefully  to 
develop  and  implement  their  own 
internal  guidelines  that  reflected  the 
scope  and  types  of  seiVices  they 
provided  throughout  the  hospital 
outpatient  system.  Based  on  public 
comments,  as  well  as  our  own 
knowledge  of  how  clinics  operate,  it 
seemed  unlikely  that  one  set  of 
straightforward  national  guidelines 
could  apply  to  the  reporting  of  visits  in 
all  hospitals  and  specialty  clinics.Tn 
addition,  the  stable  distribution"  of  clinic 
and  emergency  department  visits 
reported  under  the  OPPS  over  the  past 
several  years  indicated  that  hospitals, 
both  nationally  in  the  aggregate  and 
grouped  by  specific  hospital  classes, 
were  generally  billing  in  an  appropriate 
and  consistent  manner  as  we  w'ould 
expect  in  a  system  that  accurately 
distinguished  among  different  levels  of 
service  based  on  the  associated  hospital 
resources. 

Therefore,  we  did  not  propose  to 
implement  national  visit  guidelines  for 
clinic  or  emergency  department  visits 


for  CY  2008.  Since  publication  of  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period,  we  have  again 
examined  the  distribution  of  clinic  and 
Type  A  emergency  department  visit 
levels  based  upon  updated  CY  2009 
claims  data  available  for  the  CY  2011 
proposed  rule  and  this  final  rule  with 
comment  period  and  confirmed  that  we 
continue  to  observe  a  normal  and  stable 
distribution  of  clinic  and  emergency 
department  visit  levels  in  hospital 
claims.  We  continue  to  believe  that, 
based  on  the  use  of  their  own  internal 
guidelines,  hospitals  are  generally 
billing  in  an  appropriate  and  consistent 
manner  that  distinguishes  among 
different  levels  of  visits  based  on  their 
required  hospital  resources.  As  a  result 
of  our  updated  analyses,  we  are 
encouraging  hospitals  to  continue  to 
report  visits  during  CY  2011  according 
to  their  own  internal  hospital 
guidelines.  In  the  absence  of  national 
guidelines,  we  will  coptinue  to  regularly 
reevaluate  patterns  of  hospital 
outpatient  visit  reporting  at  varying 
levels  of  disaggregation  below  the 
national  level  to  ensure  that  hospitals 
continue  to  bill  appropriately  and 
differentially  for  these  services.  As 
originally  noted  in  detail  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66648),  we  continue  to 
expect  that  hospitals  will  not  purposely 
change  their  visit  guidelines  or 
otherwise  upcode  clinic  and  emergency 
department  visits  for  purposes  of 
extended  assessment  and  management 
composite  APC  payment. 

In  addition,  we  note  our  continued 
expectation  that  hospitals’  internal 
guidelines  will  comport  with  the 
principles  listed  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66805).  We  encourage  hospitals  with 
more  specific  questions  related  to  the 
creation  of  internal  guidelines  to  contact 
their  servicing  fiscal  intermediary  or 
MAC. 

Comment:  Several  commenters 
expressed  appreciation  for  CMS’ 
approach  of  studying  the  challenges 
associated  with  national  guidelines 
prior  to  their  implementation.  One 
commenter  indicated  that,  while  a 
standardized  coding  methodology 
adopted  by  CMS  would  be  ideal,  it 
would  be  preferable  for  CMS  to  replace 
the  existing  visit  CPT  codes  with 
hospital-specific  HCPCS  codes  rather 
than  require  hospitals  to  adapt  to 
national  guidelines,  becau.se  providers 
are  now  accustomed  to  using  their  own 
guidelines. 

Several  commenters  urged  CMS  to 
move  forward  with  the  implementation 
of  national  guidelines  for  hospitals  to 
report  clinic  visits,  citing  a  need  for 


standardization  and  consistency  in  the 
definition  and  reporting  of  facility 
resource  utilization  and  the  challenges 
of  having  different  guidelines  in  place 
by  different  payers.  Other  commenters 
asserted  that  variations  in  hospitals’ 
internal  guidelines  may  result  in 
inconsistent  cost  data  upon  which 
payment  rates  for  visits  are  based,  and 
that  the  use  of  hospital-specific  internal 
guidelines  is  contrary  to  government 
and  industry  goals  of  data  uniformity, 
consistency,  and  comparability.  Some 
commenters  noted  that  some  Medicare 
contractors  use  their  own  auditing 
methods  rather  than  reviewing  each 
hospital’s  internal  guidelines  while 
conducting  medical  reviews,  putting 
hospitals  at  an  increased  risk  during 
audits  or  fraud  investigations. 

Several  commenters  also 
recommended  that,  in  the  absence  of 
national  guidelines  for  hospital  visit 
reporting,  CMS  support  a  request  to  the 
American  Medical  Association  CPT 
Editorial  Panel  to  create  unique  CPT 
codes  for  hospital  reporting  of  ED  and 
clinic  visits  based  on  internally 
developed  guidelines.  Some 
commenters  also  recommended  that 
CMS  take  a  fresh  look  at  approaches  for 
adopting  national  visit  guidelines  by 
carefully  reevaluating  proposals  that 
have  been  su’omitted  in  the  past,  as  well 
as  evaluating  different  sets  of  hospital- 
developed  internal  guidelines  that 
appear  to  be  working  well.  According  to 
the  commenters,  the  national  guic(elines 
should  be  clear,  concise,  and  specific 
with  little  or  no  room  for  varying 
interpretations,  and  hospitals  should 
have  at  least  1  year  to  prepare  for  the 
transition.  One  commenter 
recommended  12  to  18  months  lead  time 
in  the  issuance  of  national  guidelines  in 
order  to  allow  facilities  sufficient  time 
for  education  and  the  process  of 
converting  their  existing  sVStem  to  the 
national  standard. 

Response:  As  we  have  in  the  past  (74 
FR  60553),  we  acknowledge  that  it 
would  be  desirable  to  many  hospitals  to 
have  national  guidelines.  However,  we 
also  understand  that  it  would  be 
disruptive  and  administratively 
burdensome  to  other  hospitals  that  have 
successfully  adopted  internal  guidelines 
to  implement  any  new  set  of  national 
guidelines  while  we  address  the 
problems  that  would  be  inevitable  in  the 
case  of  any  new  .set  of  guidelines  that 
would  be  applied  by  thousands  of 
hospitals.  We  will  continue  to  regularly 
reevaluate  patterns  of  hospital 
outpatient  visit  reporting  at  varying 
levels  of  disaggregation  below  the 
national  level  to  ensure  that  hospitals 
continue  to  bill  appropriately  and 
differentially  for  the.se  services.  We 
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reiterate  our  expectation  that  hospitals’ 
internal  guidelines  fully  comply  with 
the  principles  listed  in  the  CY  2008 
OBPS/ASC  final  rule  with  comment 
period  (72  FR  68805).  As  noted  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66806),  we 
encourage  fiscal  intermediaries  and 
MACs  to  review  a  hospital’s  internal 
guidelines  when  an  audit  occurs.  While 
we  also  would  encourage  RACs  to 
review  a  hospital’s  internal  guidelines 
when  an  audit  occurs,  we  note  that 
currently  there  are  no  RAC  activities 
involving  visit  services.  RAC  audits  may 
involve  CMS-approved  issCies  only  and 
must  be  posted  to  each  RAC’s  Web  site. 

We  agree  with  the  commenters  that 
national  guidelines  should  be  clear, 
concise,  and  specific  with  little  or  no 
room  for  varying  interpretations,  and 
that  hospitals  should  have  at  least  1  year 
to  prepare  for  the  transition.  If  the  AMA 
were  to  create  facility-specific  CPT 
codes  for  reporting  visits  provided  in 
HOPDs.  we  would  certainly  consider 
such  codes  for  OPPS  use. 

We  appreciate  all  of  the  comments  we 
have  received  in  the  past  from  the 
public  on  visit  guidelines,  and  we 
encourage  continued  submission  of 
comments  throughout  the  year  that 
would  assist  us  and  other  stakeholders 
interested  in  the  development  of 
national  guidelines.  Until  national 
guidelines  are  established,  hospitals 
should  continue  using  their  own 
internal  guidelines  to  determine  the 
appropriate  reporting  of  different  levels 
of  clinic  and  emergency  department 
visits.  While  we  understand  the  interest 
of  some  hospitals  in  having  us  move 
quickly  to  promulgate  national 
guidelines  that  would  ensure 
standardized  reporting  of  hospital 
outpatient  visit  levels,  we  believe  that 
the  issues  and  concerns  identified  both 
by  us  and  others  are  important  and 
require  serious  consideration  prior  to 
the  implementation  of  national 
guidelines.  Because  of  our  commitment 
to  provide  hospitals  with  6  to  12  months 
notice  prior  to  implementation  of 
national  guidelines,  we  would  not 
implement  national  guidelines  prior  to 
CY  2012.  Our  goal  is  to  ensure  that 
OPPS  national  or  hospital-specific  visit 
guidelines  continue  to  facilitate 
consistent  and  accurate  reporting  of 
hospital  outpatient  visits  in  a  manner 
that  is  resource-based  and  supportive  of 
appropriate  OPPS  payments  for  the 
efficient  and  effective  provision  of  visits 
in  hospital  outpatient  settings. 


X.  Payment  for  Partial  Hospitalization 
Services 

A.  Background 

Partial  hospitalization  is  an  intensive 
outpatient  program  of  psychiatric 
services  provided  to  patients  as  an 
alternative  to  inpatient  psychiatric  care 
for  individuals  who  have  an  acute 
mental  illne.ss.  Sections  1861(ff)(l)  and 
(ff)(2)  of  the  Act  specify  the  items  and 
services  that  are  defined  as  partial 
hospitalization  services  and  the 
conditions  under  which  Medicare 
payment  for  the  items  and  services  will 
be  made.  Section  1861(ff)(3)  of  the  Act 
specifies  that  a  partial  hospitalization 
program  (PHP)  is  one  that  is  furnished 
by  a  hospital  or  community  mental 
health  center  (CMHC)  that  meets  the 
requirements  specified  under  that 
subsection  of  tbe  Act. 

Section  1301(a)  of  the  recently 
enacted  Health  Care  and  Education 
Reconciliation  Act  of  2010  (HCERA 

2010)  (Pub.  L.  111-152,  enacted  on 
March  30,  2010)  revised  the  definition 
of  a  CMHC  set  forth  at  section 
1861(ff)(3)(B)  of  the  Act  by  adding  a 
provision  that  the  CMHC,  effective  on 
the  first  day  of  the  first  calendar  quarter 
that  begins  at  least  12  months  after  the 
date  of  enactment  (that  is,  April  1, 

2011) ,  must  provide  at  least  40  percent 
of  its  services  to  individuals  who  are  not 
eligible  for  benefits  under  Title  XVIII  of 
the  Act  (Medicare).  Section  1301(b)  of 
HCERA  2010  amended  the  description 
of  a  PHP  to  specify  that  the  program 
must  be  a  distinct  and  organized 
intensive  ambulatory  treatment  program 
offering  less  than  24-hour  daily  care 
“other  than  in  an  individual’s  home  or 
in  an  inpatient  or  residential  setting.” 

We  discuss  our  finalized  policies  that 
incorporate  these  two  provisions  of 
HCERA  2010  in  our  regulations  under 
section  X.C.  of  this  final  rule  with 
comment  period. 

Section  ,1833(t)(l)(B)(i)  of  the  Act 
provides  the  Secretary  with  the 
authority  to  designate  the  OPD  services 
to  be  covered*under  the  OPPS.  The 
existing  Medicare  regulations  at  42  CFR 
419.21  that  implement  this  provision 
specify  that  payments  under  the  OPPS 
will  be  made  for  partial  hospitalization 
services  furnished  by  CMHCs  as  well  as 
those  services  furnished  by  hospitals  to 
their  outpatients.  Section  i833(t)(2)(C) 
of  the  Act  requires  the  Secretary  to 
establish  relative  payment  weights  for 
covered  OPD  services  (and  any  APCs) 
based  on  median  (or  mean,  at  the 
election  of  the  Secretary)  hospital  costs 
using  data  on  claims  from  1996  and  data 
from  the  most  recent  available  cost 
reports.  Section  1833(t)(9)(A)  of  the  Act 
requires  the  Secretary  to  “review  not 


less  often  than  annually  and  revise  the 
groups,  the  relative  payment  weights, 
and  the  wage  and  other  adjustments 
described  in  paragraph  (2)  to  take  into 
account  changes  in  medical  practice, 
changes  in  technology,  the  addition  of 
new  services,  new  cost  data,  and  other 
relevant  information  and  factors.” 
Because  a  day  of  care  is  the  unit  that 
defines  the  structure  and  scheduling  of 
partial  hospitalization  services,  we 
established  a  per  diem  payment 
methodology  for  the  PHP  APCs, 
effective  for  services  furnished  on  or 
after  August  1,  2000  (65  FR  18452 
through  18455). 

From  CY  2003  through  CY  2006,  the 
median  per  diem  cost  for  CMHCs 
fluctuated  significantly  from  year  to 
year,  while  the  median  per  diem  cost  for 
hospital-based  PHPs  remained  relatively 
constant.  We  believe  that  CMHCs  may 
have  increased  and  decreased  their 
charges  in  response  to  Medicare 
payment  policies. 

Due  to  these  significant  fluctuations 
and  declines  in  CMHC  PHP  median  per 
diem  costs,  in  developing  the  CY  2008 
update,  we  began  an  effort  to  strengthen 
the  PHP  benefit  through  extensive  data 
analysis  and  policy  and  payment 
changes  (72  FR  66670  through  66676): 
Specifically,  we  proposed  and  finalized 
two  refinements  to  the  methodology  for 
computing  the  PHP  median.  First,  we 
remapped  10  revenue  codes  that  are 
common  among  hospital-based  PHP 
cldlms  to  the  most  appropriate  cost 
centers.  Secondly,  we  refined  our 
methodology  for  calculating  PHP  per 
diem  costs  by  computing  the  median 
using  a  per  day  methodology.  A  / 
complete  discussion  of  these 
refinements  can  be  found  in  the  CY 
2008  OPPS/ASC  filial  rule  with 
comment  period  (72  FR  66671  through 
66672). 

In  CY  2009,  we  implemented  several 
regulatory,  policy,  and  payment 
changes,  including  a  two-tiered 
payment  approach  for  PHP  services 
under  which  we  pay  one  amount  for 
days  with  3  services  (APC  0172  (Level 
I  Partial  Hospitalization))  and  a  higlier 
amount  for  days  with  4  or  more  services 
(APC  0173  (Level  II  Partial 
Hospitalization)).  We  refer  readers  to 
section  X.C.2.  of  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68688  through  68693)  for  a  full 
discussion  of  the  two-tiered  payment 
system.  In  addition,  for  CY  2009,  we 
finalized  our  policy  to  deny  payment  for 
any  PHP  claims  for  days  when  fewer 
than  3  units  of  therapeutic  services  are 
provided.  As  noted  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68694),  we  believe  that  3 
services  should  be  the  minimum 
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number  of  services  allowed  in  a  PHP 
day  because  a  day  with  1  or  2  services 
does  not  meet  the  statutory  intent  of  a 
PHP.  We  continue  to  believe  that  the 
minimum  threshold  of  three  services  is 
appropriate  because  it  takes  into 
consideration  unforeseen 
circumstances,  such  as  medical 
appointments,  while  maintaining  the 
integrity  of  the  PHP  benefit. 

Furthermore,  for  CY  2009,  we  revised 
the  regulations  at  42  CFR  410.43  to 
codify  existing  basic  PHP  patient 
eligibility  criteria  and  to  add  a  reference 
to  current  physician  certification 
requirements  at  42  CFR  424.24  to 
conform. our  regulations  to  our 
longstanding  policy  (73  FR  68694 
through  68695).  We  believe  these 


changes  have  helped  to  strengthen  the 
PHP  benefit.  We  also  revised  the  partial 
hospitalization  benefit  to  include 
several  coding  updates.  We  refer  readers 
to  section  X.C.2.  of  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68694  through  68697)  for  a  full 
discussion  of  these  requirements. 

For  CY  2010,  we  retained  the  two- 
tiered  payment  approach  for  PHP 
services  and  used  only  hospital-hased 
PHP  data  in  computing  the  per  diem 
payment  rates.  We  used  only  hospital- 
based  PHP  data  because  we  were 
concerned  about  further  reducing  both 
PHP  APC  per  diem  payment  rates 
without  knowing  the  impact  of  the 
policy  and  payment  changes  we  made 
in  CY  2009.  Because  of  the  2-year  lag 


between  data  collection  and  rulemaking, 
the  changes  we  made  in  CY  2009  are 
reflected  for  the  first  time  in  the  claims 
data  that  we  are  using  to  determine 
payment  rates  for  this  CY  2011 
rulemaking. 

B.  PHP  APC  Update  for  CY  201 1 

To  develop  proposed  payment  rates 
for  the  CY  2011  OPPS/ ASC  proposed 
rule  (75  FR  46299),  we  used  CY  2009 
claims  data  and  computed  median  per 
diem  costs  in  the  following  categories: 
(1)  All  days;  (2)  days  with  3  services; 
and  (3)  days  with  4  or  more  services. 
These  proposed  median  per  dieiii  costs 
were  computed  separately  for  CMHC 
PHPs  and  hospital-based  PHPs  and  are 
shown  in  Table  41  below. 


Table  41— Proposed  PHP  Median  Per  Diem  Costs  for  CMHC  and  Hospital-Based  PHPs,  by  Category,  Based 


ON  CY  2009  Claims  Data 

Category 

‘  1 

CMHC  PHPs  ; 

Hospita'-based  i 
PHPs 

Combined 

All  Days . . . 

Days  with  3  services . 

Days  with  4  or  rpore  services  . . . 

$123.17  i 
118.19 
•  123.35 

$235.58 
184.47 
i  235.58 

$132.28 

140.96 

131.56 

Using  CY  2009  claims  data  and  tho 
refined  methodology  tor  computing  PHP 
per  diem  costs  that  we  adopted  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66672),  we 
computed  a  median  per  diem  cost  from 
all  claims  for  CY  2011  of  $132.28.  As 
stated  in  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46299),  the  data 
indicate  that,  although  CMHCs  provided 
more  days  with  4  or  more  services  in  CY 
2009  than  in  CY  2008,  their  median  per 
diem  cost  for  4  or  more  services 
($123.35)  is  substantially  lower  than  the 
median  per  diem  cost  for  the  same  units 
of  service  provided  in  hospital-hased 
PHPs  ($235.58).  The  median  per  diem 
cost  for  claims  containing  4  or  more 
services  for  all  PHP  claims,  regardless  of 
site  of  service,  is  $131.56.  The  median 
per  diem  costs  for  clahns  containing  3 
services  are  $118.19  for  CMHC  PHPs 
and  $184.47  for  hospital-based  PHPs, 
and  $140.96  for  all  PHP  service’ claims, 
regardless  of  site  of  service. 

We  stated  in  the  CY  2011  OPPS/ASC 
proposed  rule  that  these  data,  along 
with  data  from  previous  years,  show  the 
shjft  in  cost  and  utilization  for  CMHCs 
and  hospital-based  PHPs  under  the  two- 
tiered  payment  system  (75  FR  46299 
through  46300).  Since  CY  2009  (using 
2007  data),  we  noted  that  CMHCs’  costs 
decreased  from  $139  in  CY  2009  to  $118 
in  CY  2011  for  Level  I  services  (3 
services)  and  from  $172  in  CY  2009  to 
$123  in  CY  2011  for  Level  II  services  (4 
or  more  services).  For  hospital-hased 


PHPs,  costs  increased  from  $157  in  CY 
2009  (using  2007  data)  to  $184  in  CY 
2011  for  Level  I  services  (3  services)  and 
from  $200  in  CY  2009  to  $236  in  CY 
2011  for  Level  II  services  (4  or  more 
services).  We  stated  that,  for  the  past  2 
years,  we  have  based  the  PHP  APC  per 
diem  payment  rates  on  only  hospital- 
based  PHP  data  because  including  the 
.CMHC  data  would  have  lowered  the 
PHP  APC  per  diem  rates  and  raised 
concerns  about  appropriate  payment  for 
PHP  services.  Specifically,  we  stated 
that  we  were  concerned  about  paying 
hosf)ital-based  PHP  programs  a  rate  that 
is  lower  than  what  their  cost  structure 
reflects,  which  in  turn  could  lead  to 
hospital-based  program  closures  and 
possible  access  problems  for  Medicare 
beneficiaries.  We  also  stated  that  we 
were  concerned  about  further  reducing 
the  payment  rates  without  knowing  the 
impact  of  the  policy  and  payment 
changes  we  made  in  CY  2009. 

Because  the  CMHC  cost  data  has 
significantly  decreased  again  this  year, 
we  stated  that  we  believe  that  we  can  no 
longer  ignore  the  pattern  and  continue 
to  base  the  PHP  payment  rates  using 
only  hospital-based  data.  We  noted  that 
we  are  confident  that  the  CY  2009 
claims  data  reflect  that  CMHCs  continue 
to  have  a  lower  cost  structure  than 
hospitals  and  not  the  impact  of  CY  2009 
policies.  We  believe  that  CMHCs  have  a 
lower  cost  structure  than  their  hospital- 
based  PHP  counterparts  because  the 
data  show  that  CMHCs  provide  fewer 


PHP  services  in  a  day  and  use  less 
costly  staff  than  hospital-based  PHPs. 
Therefore,  we  stated  that  we  believe  that 
it  would  be  inappropriate  to  treat  these 
two  provider  types  in  the  same  manner 
regarding  payment,  particularly  because 
their  cost  differences  continue  to  be  so 
disparate.  We  also  stated  that  we  believe 
that  we  need  to  continue  to  protect 
hospital-based  PHPs  from  receiving 
inadequate  payments,  given  that  they 
offer  the  widest  access  to  PHP  services 
because  they  are  located  across  the 
country.  Our  analysis  of  the  claims  data 
indicate  a  need  to  establish  separate 
payment  rates  for  each  provider  type 
based  on  its  own  unique  co.st  structures. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46300),  we  proposed  to 
compute  four  separate  PHP  APC  per 
diem  payment  rates,  two  for  CMHC 
PHPs  (for  Level  1  and  Level  II  services 
using  only  CMHC  data)  and  two  for 
hospital-based  PHPs  (Level  1  and  Level 
II  services  using  only  hospital-based 
PHP  data).  Creating  the  four  proposed 
payment  rates  (two  for  CMHC  PHPs  and 
two  for  hospital-based  PHPs)  would 
support  continued  access  to  the  PHP 
benefit,  including  a  more  intensive  level 
of  care,  while  also  providing 
appropriate  payment  based  on  the 
unique  cost  structures  of  CMHC  PHPs 
and  hospital-based  PHPs.  We  proposed 
the  following  APC  median  per  diem 
costs  for  PHP  services  for  CY  2011: 
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Table  42— Proposed  CY  2011  Median  Per  Diem  Costs  for  CMHC  PHP  Services 


Proposed  ' 
APC  ! 

1 

Group  title  , 

Proposed  median  per 
diem  costs 

0172 . 

Level  1  Partial  Hospitalization  (3  services)  for  CMHCs . 

$118.19 

0173 . 

Level  II  Partial  Hospitalization  (4  or  more  services)  for  CMHCs  . 

123.35 

Tablb  43— Proposed  CY  201 1  Median  Per  Diem  Costs  for  Hospital-Based  PHP  Services 


Proposed 

APC 

Group  title 

Proposed  median  per 
diem  costs 

0175 . 

Level  1  Partial  Hospitalization  (3  services)  for  hospital-based  PHPs . 

$184.47 

0176 . 

Level  II  Partial  Hospitalization  (4  or  more  services)  for  hospital-based  PHPs . 

235.58 

We  noted  in  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46300)  that,  this 
proposed  policy  is  consistent  with  the 
recommendation  made  by  several 
commenters  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  that 
urged  CMS  to  adopt  two  additional 
payment  rates  that  are  site-specific 
APCs  for  PHP  services,  where  the 
hospital-based  PHP  APCs  for  Level  I ' 
services  (3  services)  and  Level  II 
services  (4  or  more  services)  would  be 
established  using  only  hospital-based 
data  and  the  CMHC  PHP  APCs  for  Level 
I  services  (3  services)  and  Level  II 
services  (4  or  more  services)  would  be 
established  using  only  CMHC  data  (74 
FR  60557). 

We  requested  public  comments  on 
our  proposal  to  provide  four  separate 
PHP  APC  per  diem  payment  rates,  two 
for  CMHC  PHPs  and  two  for  hospital- 
based  PHPs.  We  received  numerous 
public  comments  in  response  to  our 
proposal.  A  summary  of  the 'comments 
received  and  our  responses  follow: 

Comment:  Several  commenters 
representing  hospital-based  PHPs 
supported  CMS’  proposal  to  establish 
four  separate  PHP  APC  per  diem 
payment  rates,  two  for  CMHCs  (using 
CMHC  data  only)  and  two  for  hospital- 
based  PHPs  (using  hospital-based  data 
only).  However,  these  commenters 
urged  CMS  to  consider  transitioning  the 
CMHC  reduction  in  payment  over  2  to 
3  years  to  prevent  possible  CMHC 
closures. 

Several  commenters  representing 
CMHCs  also  expressed  their  concern 
that  a  single  large  reduction  in  payment, 
without  a  mitigating  transition,  may 
result  in  CMHC  closures  and  may  limit 
access  to  mental  health  services  to  an 
already  vulnerable  population.  A  few  of 
the  commenters  further  stated  that 
CMHC  closures,  especially  in  rural 
areas,  may  result  in  mentally  ill 
individuals  ending  up  homeless,  in  jail, 
or  in  emergency  rooms.  A  couple  of 
commenters  also  pointed  out  that 
CMHCs  located  in  the  Gulf  region  are 


also  dealing  with  the  oil  spill  and  its 
devastating  impact  on  communities. 

Several  commenters  representing 
CMHCs  also  urged  CMS  to  reconsider  its 
proposed  exclusion  of  hospital  costs 
from  the  calculation  of  APC  rates  for 
partial  hospitalization  services 
furnished  by  CMHCs.  The  commenters 
stated  that  excluding  hospital  costs  from 
the  calculation  is  contrary  to  section 
1833(t)(2)(C)  of  the  Act  and  correlating 
regulation  42  CFR  419.31(b)(1). 

A  few  commenters  suggested  that 
CMS  freeze  PHP  rates  for  CMHCs  at  the 
CY  2010  levels.  These  commenters 
stated  that  freezing  the  rates  would 
allow  CMHCs  time  to  assess  the  impact 
of  the  rate  reduction  and  section  1301(a) 
of  HCERA  2010  on  their  operations. 
These  commenters  also  expressed 
concern  that  moving  forward  with  the 
proposed  rate  reduction  could  cause 
potential  CMHC  closures. 

A  couple  of  commenters  also  stated 
that  the  proposed  changes  in  the  CY 
2011  OPPS/ASC  proposed  rule  do  not 
support  the  Patient  Protection  and 
Affordable  Care  Act  and  the  Mental 
Health  Parity  and  Addiction  Equity  Act 
of  2008. 

Response:  We  appreciate  the 
commenters  who  supported  our 
proposal  to  create  four  separate  PHP 
APC  per  diem  payment  rates,  two  for 
CMHC  PHPs  (using  only  CMHC  data) 
and  two  for  hospital-based  PHPs  (using 
only  hospital-based  PHP  data).  We 
understand  commenters’  concerns  about 
the  proposed  CMHC  per  diem  rate 
reduction  and  the  impact  the  reduction 
may  have  on  access  to  the  PHP  benefit 
in  both  provider  settings.  However,  we 
also  believe  that  we  can  no  longer 
ignore  the  different  cost  structures  of 
CMHCs  and  hospital-based  PHPs.  As  we 
discussed  earlier  in  this  section, 

CMHCs’  costs  have  fluctuated 
significantly  and  then  declined  over  the 
years.  Conversely,  the  hospital-based 
PHP  costs  have  been  relatively  stable 
since  the  inception  of  the  OPPS. 
Furthermore,  in  the  past,  we  have 


provided  different  measures  to  control 
the  CMHC  cost  fluctuation  in  order  to 
protect  access  to  care  and  with  the  hope 
that  the  cost  structures  for  both  provider 
types  would  eventually  become  more 
consistent.  However,  after  several  years 
of  generally  paying  CMHCs  relatively 
more  than  their  cost  data,  while  at  times 
generally  paying  hospital-based  PHPs 
relatively  less  than  their  cost  data,  we 
conclude  that  we  need  to  Create  more 
appropriate  payments  that  reflect  the 
cost  structure  of  each  provider  type. 
Section  1833(t)(9)(A)  of  the  Act  requires 
the  Secretary  to  “review  not  less  often 
than  annually  hnd  revise  the  groups,  the 
relative  payment  weights,  and  the  wage 
and  other  adjustments  described  in 
paragraph  (2)  to  take  into  account 
changes  in  medical  practice,  changes  in 
technology,  the  addition  of  new 
servicgs,  new  cost  data,  and  other 
relevant  information  and  factors.”  We 
believe  that  we  have  authority  to  revise 
the  groups  and  relative  payment  weights 
and  to  make  other  adjustments  to  the 
payment  rates  for  PHP  services, 
including  basing  rates  on  hospital-based 
PHP  data  only,  combined  hospital-based 
PHP  and  CMHC  data,  or  CMHC  data 
only,  to  take  into  account  relevant 
information  and  factors  that  would 
allow  us  to  more  appropriately  pay 
providers  for  the  resource  costs 
associated  with  prcTviding  PHP  services. 
Therefore,  we  are  finalizing  the  four 
separate  PHP  APC  per  diem  payment 
rates,  two  for  CMHC  PHPs  (for  Level  I 
and  Level  II  services  using  only  CMHC 
data)  and  two  for  hospital-based  PHPs 
(for  Level  I  and  Level  II  services  using 
only  hospital-based  PHP  data). 

Although  we  are  committed  to  paying 
providers  appropriately,  based  on  cost 
data,  we  are  just  as  concerned  about 
protecting  access  to  care.  The  PHP 
benefit  and  mental  health  services  are 
very  important  to  us.  We  understand  the 
commenters’  concerns  that  a  single  large 
reduction  in  payment  could  potentially 
result  in  access  to  care  issues  in  both 
CMHCs  and  hospital-based  PHPs 
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because  the  hospital-based  PHPs 
potentially  may  need  to  provide 
additional  services  to  accommodate 
those  individuals  displaced  by  any 
potential  closures. 

After  consideration  of  the  public 
comments  we  received  and  for  reasons 
we  have  discussed,  we  have  decided  to 
provide  a  2-year  transition  to  CMHC 
rates  based  solely  on  CMHC  data  for  the 
two  CMHC  PHP  APC  per  diem  rates.  For 
CY  2011,  the  CMHC  PHP  APC  Level  I 
and  Level  II  rates  will  he  calculated  by 
taking  50  percent  of  the  difference 
between  the  CY  2010  final  hospital- 
based  medians  and  the  CY  2011  final 
CMHC  medians  and  adding  that  number 
to  the  CY  2011  final  CMHC  medians. 

We  believe  a  2-year  transition  under  this 
methodology  will  move  us  in  the 
direction  of  our  goal,  which  is  to  pay 
appropriately  for  PHP  services  based  on 
each  provider  type’s  cost  data,  while  at 
the  same  time  allowing  providers  time 
to  adjust  their  business,  operations  and 
to  protect  access  to  care  for 
beneficiaries.  For  CY  2011,  the  CMHC 
APC  for  Level  I  Partial  Hospitalization 
(3  services)  will  be  calculated  by  taking 
50  percent  of  the  difference  between  the 
CY  2010  final  hospital-based  median  for 
Level  I  Partial  Hospitalization  (3 
services)  and  the  CY  2011  final  CMHC 
median  for  Level  I  Partial 
Hospitalization  (3  services)  and  adding 
that  number  to  the  CY  2011  final  CMHC 
median  for  Level  I  Partial 
Hospitalization  (3  services)  or  in 
numerical  terms;  S148.48  minus 
$108.01  equals  $40.47,  then  take  50 
percent  of  $40.47,  which  equals  $20.24. 
The  $20.24  amount  will  be  added  to  the 
CY  2011  CMHC  final  Level  I  Partial 
Hospitalization  (3  services)  median  of 
$108.01  to  yield  $128.25.  The  CMHC 
APC  for  Level  II  Partial  Hospitalization 
(4  or  more  services)  will  be  calculated 
in  the  same  manner,  by  taking  50 
percent  of  the  difference  between  the 
CY  2010  final  hospital-based  median  for 
Level  II  Partial  Hospitalization  (4  or 
more  services)  and  the  CY  2011  final 
CMHC  median  for  Level  II  Partial 
Hospitalization  (4  or  more  services)  and 
adding  that  number  to  the  CY  2011  final 
CMHC  median  for  Level  II  Partial 
Hospitalization  (4  or  more  services)  or 
in  numerical  terms:  $208.96  minus 
$116.37  equals  $92.59,  then  take  50 
percent  of  $92. 59, which  equals  $46.30. 
The  $46.30  amount  will  be  added  to  the 
CY  2011  final  CMHC  Level  II  Partial 
Hospitalization  (4  or  more  services) 
median  of  $116.37  to  yield  $162.67.  The 
CY  2011  CMHC  PHP  APC  Level  I  (3 
services)  cost  is  $128  and  the  Level  II  (4 
or  more  services)  cost  is  $163.  The  CY 
2011  hospital-based  PHP  Level  I  (3 


services)  median  cost  is  $203  and  the 
Level  II  (4  or  more  services)  cost  is  $236. 

For  CY  2012,  we  plan  to  implement 
the  CMHC  per  diem  rate  using  only 
CMHC  data.  However,  we  will  review 
and  analyze  the  data  during  the  CY  2012 
rulemaking  cycle  and  may,  based  on 
these  analyses,  further  refine  the 
payment  mechanism. 

Finally,  in  response  to  theYequest  to 
freeze  the  PHP  payment  rates  at  CY 
2010  levels,  we  will  not  adopt  this 
suggestion  because  we  believe  that  it  is 
most  appropriate  to  pay  for  PHP 
services  based  on  the  cost  data  for  each 
provider  type,  and  the  CY  2010  payment 
rates  are  calculated  using  only  hospital- 
based  data.  Further,  in  response  to 
concern  from  commenters’  that  we  are 
not  supporting  the  Patient  Protection 
and  Affordable  Care  Act  and  the  Mental 
Health  Parity  and  Addiction  Equity  Act 
of  2008,  we  believe  that  we  are  in 
compliance  with  both  Acts  and,  as 
discussed  in  this  section  and  elsewhere, 
are  supportive  of  mental  health. 

Comment:  Several  commenters 
suggested  alternative  methodologies  for 
paying  PHP  providers,  such  as 
requesting  that  CMS  form  a  study  group 
comprised  of  providers,  CMS 
representatives  and  members  of  the  APC 
committee  to  determine  a  more  accurate 
reimbursement  methodology  for 
providers.  One  commenter  offered  to 
assist  in  analyzing  the  methodology, 
suggesting  a  methodology  based  upon  a 
percentage  ofbase  rates  for  inpatient 
psychiatric  daily  rates  or  perhaps 
unbundling  PHP  services  and  base 
payment  on  the  individual  HCPCS 
codes.  One  commenter  suggested 
removing  PHP  from  the  APC  codes  and, 
instead,  establishing  a  separate  payment 
system  similai  to  home  health.  Other 
commenters  believed  that  CMS  should 
include  non-Medicare  reimbursable 
costs  in  the  ratesetting  calculations, 
such  as  meals,  transportation,  24-hour 
on  call  service,  community  education 
and  screenings  for  admission  to  State 
facilities,  operational  costs  for  other 
outpatient  sendees,  as  well  as  case 
management.  A  few  commenters 
pointed  out  that  the  methodology, 
although  mathematically  correct,  has 
not  yielded  reimbursement  rates 
satisfactory  to  providers.  Several 
commenters  expressed  concern  that  the 
methodology  used  reflects  many 
variables  that  provide  for  an  incorrect 
cost  per  day  forcing  CMHCs  to  cut  costs 
to  stay  in  business,  and  produces  a 
lower  CCR  the  following  year.  A  couple 
of  commenters  suggested  perhaps  a 
GAO  true  cost  analysis  to  determine  fair 
costing. 

Response:  Currently,  the  statute  does 
not  provide  for  a  separate  or  alternative 


payment  system  for  partial 
hospitalization  services,  as  reque.sted  by 
commenters,  and  any  significant  change 
in  payment  methodology  would  require 
a  statutory  change.  Also,  we  would  not 
include  non-Medicare  reimbursable 
costs  in  our  calculation  of  Medicare 
PHP  payments  because  we  do  not  base 
Medicare  PHP  payments  on  non- 
Medicare  reimbursable  costs.  Further, 
section  1861(ff)  of  the  Act,  which 
defines  partial  hospitalization  services, 
explicitly  excludes  meals  and 
transportation  from  the  items  and 
services  included  in  partial 
hospitalization  services. 

In  response  to  the  commenters  who 
find  our  methodology  mathematically 
correct,  but  resulting  payments 
unsatisfactory,  we  believe  our 
methodology  to  be  accurate  and  the 
resulting  payments  to  be  appropriate. 

We  determine  median  cost  by 
computing  a  separate  per  diem  cost  for 
each  day  rather  than  for  each  bill.  Under 
this  method,  a  cost  is  computed 
separately  for  each  day  of  PHP  care. 
When  there  are  multiple  days  of  care 
entered  on  a  claim,  a  unique  cost  is 
computed  -for  each  day  of  care.  In  this 
manner,  we  can  accurately  assess  and 
recognize  the  costs  associated  with  each 
day  of  care.  All  of  these  costs  are  then 
arrayed  from  lowest  to  highest  and  the 
middle  value  of  the  array  would  be  the 
median  per  diem  co.st.  VVe  adopted  this 
method  of  computing  PHP  per  diem 
median  cost  because  we  believe  it 
produces  a  more  accurate  estimate 
because  each  day  gets  an  equal  weight 
towards  computing  the  median.  This 
method  for  computing  a  PHP  per  diem 
median  cost  more  accurately  reflects  the 
costs  of  a  PHP  and  uses  all  available 
PHP  data. 

Furthermore,  we  disagree  with  the 
commenters  who  suggested  that  our 
methodology  reflects  many  variables 
that  provide  for  an  incorrect  cost  per 
day.  We  believe  that  this  comment 
reflects  confusion  about  how  the  CCRs 
influence  the  medians.  We  disagree  that 
reduction  in  cost  leads  to  reduction  in 
CCRs.  This  outcome  only  occurs  if 
charges  remain  the  same. 

We  welcome  any  input  and 
information  that  the  industry  can 
provide  about  the  costs  of  their 
programs  and  encourage  providers  to 
submit  information  on  their  costs.  We 
also  welcome  reports  on  this  issue, 
including  a  CA(3  or  other  cost  analyses. 
We  note,  however,  that  we  do  not  direct 
GAO  activities. 

Comment:  A  few  commenters 
requested  that  CMHC  cost  report ' 
information  be  included  in  the 
Healthcare  Cost  Report  Information 
System  (HCRIS). 
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Response:  We  appreciate  the 
commenters’  request  to  make  CMHC 
data  available  through  the  HCRIS  and 
starting  in  early  2011,  CMHC  cost  report 
information  will  begin  to  be  available  in 
the  HCRIS.  The  hospital-based  PHP  data 
are  based  on  cost  report  information 
currently  in  and  accessible  through  the 
HCRIS.  ■ 

Comment:  A  few  commenters 
expressed  their  concern  as  to  why  CMS 
continues  to  state  that  a  day  of  partial 
hospitalization  should  not  equal  the 
cost  of  the  separate  services  provided  in 
a  non-PHP  setting.  They  stated  that,  for 
example,  four  individual  group 
psychotherapy  services  (APC  0325)  add 
up  to  more  than  a  proposed  Level  II  day 
of  PHP  for  CMHCs. 

Response:  We  do  not  believe  that  it  is 
appropriate  to  compare  the  partial 
hospitalization  services  to  separate 
mental  health  services.  The  payment 
rates  for  individual  APC  services  cited 
by  the  commenter  (APC  0325)  are  not 
computed  from  PHP  bills.  As  stated 
earlier,  we  used  data  from  PHPs  to 
determine  the  median  cost  of  a  day  of 


PHP  service.  A  PHP  is  a  program  of 
services  where  savings  can  be  realized 
by  hospitals  and  CMHCs  over  delivering 
individual  psychotherapy  services. 

We  structured  the  PHP  APCs  (APCs 
0172,  0173,  0175,  and  0176)  as  a  per 
diem  methodology  in  which  the  day  of 
care  is  the  unit  that  reflects  the  structure 
and  scheduling  of  PHPs  and  the 
composition  of  the  PHP  APCs  consist  of 
the  cost  of  all  services  provided  each 
day.  Although  we  require  that  each  PHP 
day  include  a  psychotherapy  service,  we 
do  not  specify  the  specific  mix  of  other 
services  provided,  and  our  payment 
methodology  reflects  the  cost  per  day 
rather  than  the  cost  of  each  service 
furnished  within  the  day.  We  believe 
the  data  used  for  setting  the  PHP 
payment  appropriately  reflect  the 
typical  PHP  day  and  its  costs  should  not 
be  compared  to  the  costs  of  providing 
separate  services.  A  PHP  is  a  complete 
program  of  services  with  efficiencies 
and  economies  of  scale  provided  in 
contrast  to  individual  psychotherapy 
services. 


In  summary,  after  consideration  of  the 
public  comments  we  received,  we  are 
finalizing  our  CY  2011  proposal,  with 
modification,  to  establish  four  separate 
PHP  APC  per  diem  payment  rates,  two 
for  CMHC  PHPs  and  two  for  hospital- 
based  PHPs,  based  on  each  provider’s 
own  unique  cost  data.  As  discussed 
above,  we  are  instituting  a  2-year 
transition  to  CMHC  rates  based  solel^ 
on  CMHC  data  for  the  two  CMHC  PHP 
APC  per  diem  payments,  which  will 
help  mitigate  the  rate  reduction. 
Specifically,  for  CY  2011,  we  are 
calculating  the  CMHC  PHP  APC  Level  I 
and  Level  11  rates  by  taking  50  percent 
of  the  difference  between  the  CY  2010 
final  hospital-based  medians  and  the  CY 
2011  final  CMHC  medians  and  adding 
that  number  to  the  CY  2011  final  CMHC 
medians.  The  two  hospital-based  PHP 
APCs  per  diem  payments  are  finalized 
as  proposed. 

The  updated  PHP  APCs  median  per 
diem  costs  that  we  are  finalizing  for  CY 
2011  are  shown  in  Tables  44  and  45 
belo.w: 


Table  44— CY  2011  Median  Per  Diem  Costs  for  CMHC  PHP  Services  Plus  Transition 


APC 

- j 

Group  title 

' 

Median  per  dieiti 
costs  plus 
transition 

0172 . 

Level  1  Partial  Hospitalization  (3  services)  for  CMHCs  . . 

$128.25 

0173 . 

Level  II  Partial  Hospitalization  (4  or  more  services)  for  CMHCs  . . 

162.67 

Table  45 — CY  2011  Median  Per  Diem  Costs  for  Hospital-Based  PHP  Services 


i 

APC 

- 1 

Group  title 

Median  per  diem 
costs 

0175 . 

0176 . . . 

Level  1  Partial  Hospitalization  (3  services)  for  hospital-based  PHPs . 

Level  II  Partial  Hospitalization  (4  or  more  services)  for  hospital-based  PHPs  . 

$202.71 

235.79 

C.  Changes  to  Regulations  to 
Incorporate.  Provisions  ofHCERA  2010 

As  stated  in  section  X.A.  of  this  final 
rule  with  comment  period,  section  1301 
of  HCERA  2010  made  a  change  to  the 
statutory  definition  of  a  CMHC  and  a 
change  to  the  description  of  what 
constitutes  a  PHP.  Specifically,  section 
1301(a)  of  HCERA  2010  revised  the 
definition  of  a  CMHC  set  forth  at  section 
1861(ff)(3)(B)  of  the  Act  by  adding  to  the 
existing  provisions  a  new  requirement 
under  which  a  CMHC  must  provide  at 
least  40  percent  of  its  services  to 
individuals  who  are  not  eligible  for 
benefits  under  Title  XVIII  of  the  Act 
(Medicare),  effective  on  the  first  day  of 
the  first  calendar  quarter  that  begins  at 
least  12  months  after  the  date  of 
enactment  (that  is,  April  1,  2011). 
Section  1301(b)  ofHCERA  2010 
amended  the  description  of  a  PHP  to 


specify  that  the  program  must  be  a 
distinct  and  organized  intensive 
ambulatory  treatment  service  offering 
less  than  24-hour  daily  care  “other  than 
in  an  individpal’s  home  or  in  an 
inpatient  or  residential  setting.”  This 
revised  description  applies  to  both 
CMHC  and  hospital-based  PHPs. 

Our  existing  regulations  at  42  CFR 
410.2  incorporate  the  statutory 
definitions  of  “Community  mental 
health  center  (CMHC)”  and  “Partial 
hospitalization  services.”  VVe  proposed 
to  revise  the  definition  of  a  CMHC  in 
§410.2  to  include  the  additional 
requirement  provided  for  under  the 
amendment  made  by  section  1301(a)  of 
HCERA  2010.  Under  existing  §410.2, 
we  define  “partial  hospitalization 
services”  to  mean  “a  distinct  and 
organized  intensive  ambulatory 
treatment  program  that  offers  less  than 


24-hour  daily  care  and  furnishes  the 
services  described  in  §410.43!”  We 
propKJsed  to  revise  this  definition  to 
incorporate  the  amendment  made  by 
section  1301(b)  ofHCERA  2010  to 
describe  partial  hospitalization  services 
as  a  distinct  and  organized  intensive 
ambulatory  treatment  program  that 
offers  less  than  24-hour  daily  care  “other 
than  in  an  individual’s  home  or  in  an 
inpatient  or  residential  setting”  and 
furnishes  the  services  described  in 
§410.43. 

Comment:  Several  of  the  commenters 
requested  that  CMS  delay  or  transition 
the  implementation  of  the  provisions  of 
section  1301(a)  of  HCERA2010,  which 
amended  the  current  definition  for 
Community  Mental  Health  Centers  to 
require  that  at  least  40  percent  of  its 
services  be  provided  to  individuals  who 
are  not  eligible  for  benefits  under  this 
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title.  Several  commenters  requested  that 
CMS  provide  further  guidance  on  how 
this  provision  will  be  applied.  Several 
commenters  expressed  concern  that  a 
large  reduction  in  Medicare  payment, 
combined  with  the  40  percent  threshold 
provision,  will  impact  access  to  care 
and  potentially  cause  CMHC  closures. 

Response:  We  understand  the 
commenters’  concerns,  but  we  do  not 
have  discretion  to  provide  a  transition 
or  to  delay  the  effective  date  of  this 
provision.  CMS’  inclusion  of  the 
HCERA  2010  statutory  language  in  the 
CY  2011  OPPS  proposed  and  final  rules 
is  to  update  our  regulations  to  reflect 
current  law.  Furthermore,  Congress 
included  in  this  particular  provision  of 
the  law  the  specific  effective  date:  “the 
first  day  of  the  first  calendar  quarter  that 
begins  at  least  12  months  after  the  date 
of  enactment,”  that  is  April  1,  2011.  The 
provision  also  does  not  provide  for  any 
Secretarial  discretion.  Therefore, 
effective  April  1,  2011,  a  CMHC  will  be 
required  “to  provide  at  least  40  percent 
of  its  services  to  individuals  who  are  not 
eligible  for  benefits  under  Title  XVIII  of 
the  Act”  (Medicare).  CMS  will  provide 
further  guidance  on  application  of  this 
provision  in  the  coming  months. 

We  did  not  receive  any  public 
comments  related  to  section  1301(b)  of 
HCERA  2010  and,  therefore,  are 
finalizing  the  language  as  proposed  for 
§410.2.  The  revised  definition  for 
partial  hospitalization  specifies  that  the 
program  must  be  a  distinct  and 
organized  intensive  ambulatory 
treatment  program  offering  less  than 
24-hour  daily  care  “other  than  in  an 
individual’s  home  or  in  an  inpatient  or 
residential  setting.” 

D.  Separate  Threshold  for  Outlier 
‘  Payments  to  CMHCs 

In  the  November  7,  2003  final  rule 
with  comment  period  (68  FR  63469 
through  63470),  we  indicated. that,  given 
the  difference  in  PHP  charges  between 
hospitals  and  CMHCs,  we  did  not 
believe  it  was  appropriate  to  make 
outlier  payments  to  CMHCs  using  the 
outlier  percentage  target  amount  and 
threshold  established  for  hospitals.  Prior 
to  that  time,  there  was  a  significant 
difference  in  the  amount  of  outlier 
payments  made  to  hospitals  and  CMHCs 
for  PHP  services.  In  addition,  further 
analysis  indicated  that  using  the  same 
OPPS  outlier  threshold  for  both  . 
hospitals  and  CMHCs  did  not  limit 
outlier  payments  to  high-cost  cases  and 
resulted  in  excessive  outlier  payments 
to  CMHCs.  Ther^ore,  beginning  in  CY 
2004,  we  established  a  separate  outlier 
threshold  for  CMHCs.  The  separate 
outlier  threshold  for  CMHCs  has 


resulted  in  more  commensurate  outlier 
payments. 

In  CY  2004,  the  separate  outlier 
threshold  for  CMHCs  resulted  in  $1.8 
million  in  outlier  payments  to  CMHCs. 

In  CY  2005,  the  separate  outlier 
threshold  for  CMHCs  resulted  in  $0.5 
million  in  outlier  payments  to  CMHCs. 

In  contrast,  in  CY  2003,  more  than  $30 
million  was  paid  to  CMHCs  in  outlier 
payments.  We  believe  this  difference  in 
outlier  payments  indicates  that  the 
separate  outlier  threshold  for  CMHCs 
has  been  successful  in  keeping  outlier 
payments  to  CMHCs  in  line  with  the 
percentage  of  OPPS  payments  made  to 
CMHCs. 

As  noted  in  section  II. F.  of  this  final 
rule  with  comment  period,  we  proposed 
to  continue  our  policy  of  identifying  1.0 
percent  of  the  aggregate  total  payments 
under  the  OPPS  for  outlier  payments  for 
CY  2011.  We  proposed  that  a  portion  of 
that  1.0  percent,  an  amount  equal  to  . 
0.04  percent  of  outlier  payments  (or 
0.0004)  percent  of  total  OPPS  payments, 
would  be  allocated  to  CMHCs  for  PHP 
outlier  payments.  As  discussed  in 
section  II. F.  of  this  final  rule  with 
comment  period,  we  proposed  to  set  a 
dollar  threshold  in  addition  to  an  APC 
multiplier  threshold  for  OPPS  outlier 
payments.  However,  because  the  PHP 
APCs  are  the  only  APC  for  which 
CMHCs  may  rfeceive  payment  under  the 
OPPS,  we  would  not  expect  to  redirect 
outlier  payments  by  imposing  a  dollar 
threshold.  Therefore,  we  did  not 
propose  to  set  a  dollar  threshold  for 
CMHC  outlier  payments.  As  noted  in 
■  section  II.F.  of  this  final  rule  with 
comment  period,  we  proposed  to  set  the 
outlier  threshold  for  CMHCs  for  CY 
2011  at  3.40  times  the  APC  payment 
amount  and  the  CY  2011  outlier 
payment  percentage  applicable  to  costs 
in  excess  of  the  threshold  at  50  percent. 
Specifically,  we  proposed  to  establish 
that  if  a  CMHC’s  cost  for  partial 
hospitalization  services,  paid  under 
either  APC  0172  or  APC  0173,  exceeds 
3.40  times  the  payment  for  APC  0173, 
the  outlier  payment  would  be  calculated 
as  50  percent  of  the  amount  by  which 
the  cost  exceeds  3.40  times  the  APC 
01 73  payment  rate. 

Commerit;  A  couple  of  commenters 
stated  that  none  of  the  programs  that 
they  worked  with  receive  outlier 
payments  and  have  not  for  several  years. 
The  commenters  suggested  that  if 
outlier  payments  to  CMHCs  are  an  issue 
that  CMS  discontinue  the  outlier 
payment  policy. 

Response:  We  are  unsure  what  the 
commenters  mean,  but  to  the  extent  that 
commenters  suggest  that  we  discontinue 
outlier  payments  for  CMHCs,  we  note  • 
that  we  are  required  to  provide  outlier 


payments  in  accordance  with  the  statute 
and  regulations.  In  accordance  with  the 
requirements  set  forth  in  section 
1833(t)(5)  of  the  Act  and  the  applicable 
regulations,  the  Secretary  shall  provide 
for  outlier  payments  under  specific 
circumstances.  Under  §  419.43(d)  of  the 
regulations,  subject  to  paragraph  (d)(4) 
of  this  section,  CMS  provides  for  an 
additional  payment  for  a  hospital 
outpatient  service  (or  group  of  services) 
not  excluded  under  paragraph  (f)  of  this 
section  for  which  a  hospital’s  charges, 
adjusted  to  cost,  exceed  the  following: 

(i)  A  fixed  multiple  of  the  sum  of  the 
applicable  Medicare  hospital  outpatient 
payment  amount  determined  under 
§  419.32(c),  as  adjusted  under  paragraph 
§419.43  (other  than  for  adjustments 
under  this  paragraph  (d)  or  paragraph 
(e)  of  this  section):  and  any  transitional 
pass-through  payment  under  §419.66; 
and  (ii)  at  the  option  of  CMS,  a  fixed 
dollar  amount.  Because  CMHCs  are  a 
provider  of  PHP  services,  which  are  a 
type  of  covered  OPD  service,  outlier 
payments  must  be  provided  for  them  in 
accordance  with  the  statute  and 
regulations. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal  to  set 
a  separate  outlier  threshold  for  CMHCs. 
As  discussed  in  section  II.F.  of  this  final 
rule  with  comment  period,  using  more 
recent  data  for  this  final  rule  with 
comment  period,  we  set  the  target  for 
hospital  outpatient  outlier  payments  at 
0.86  percent  of  total  estimated  OPPS 
payments.  We  allocated  a  portion  of  that 
0.86  percent,  an  amount  equal  to  0.02 
percent  of  outlier  payments  or  0.0002 
percent  of  total  estimated  OPPS 
payments  to  CMHCs  for  PHP  outlier 
payments.  For  CY  2011,  as  proposed,  we 
are  setting  the  outlier  threshold  at  3.40 
multiplied  by  the  APC  payment  amount 
and  CY  2011  outlier  percentage 
applicable  to  costs  in  excess  of  the 
threshold  at  50  percent. 

XI.  Procedures  That  Will  Be  Paid  Only 
as  Inpatient  Procedures 

A.  Background 

Section  1833(t)(l)(B)(i)  of  the  Act 
gives  the  Secretary  broad  authority  to 
determine  the  services  to  be  covered 
and  paid  for  under  the  OPPS.  Before 
implementation  of  the  OPPS  in  August 
2000,  Medicare  paid  reasonable  costs  for 
services  provided  in  the  HOPD.  The 
claims  submitted  were  subject  to 
medical  review  by  the  fiscal 
intermediaries  to  determine  the 
appropriateness  of  providing  certain 
services  in  the  outpatient  setting.  We 
did  not  specify  in  our  regulations  those 
services  that  were  appropriate  to 
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provide  only  in  the  inpatient  setting  and 
that,  therefore,  should  he  payable  only 
when  provided  in  that  setting. 

In  the  April  7,  2000  final  rule  with 
comment  period  (65  FR  18455),  we 
identified  procedures  that  are  typically 
provided  only  in  an  inpatient  setting 
and,  therefore,  would  not  be  paid  by 
Medicare  under  the  OPPS.  These 
procedures  comprise  what  is  referred  to 
as  the  “inpatient  list.”  The  inpatient  list 
specifies  those  services  for  which  the 
hospital  will  be  paid  only  when 
provided  in  the  inpatient  setting 
because  of  the  nature  of  the  procedure, 
the  underlying  physical  condition  of  the 
patient,  or  the  need  for  at  least  24  hours 
of  postoperative  recovery  time  or 
monitoring  before  the  patient  can  be 
safely  discharged.  As  we  discussed  in 
that  rule  and  in  the  November  30,  2001 
final  rule  with  comment  period  (66  FR 
59856),  we  may  use  any  of  a  number  of 
criteria  we  have  specified  when 
reviewing  procedures  to  determine 
whether  or  not  they  should  be  removed 
from  the  inpatient  list  and  assigned  to 
an  APC  group  for  payment  under  the 
OPPS  when  provided  in  the  hospital 
outpatient  setting.  Those  criteria 
include  the  following; 

•  Most  outpatient  departments  are 
equipped  to  provide  the  services  to  the 
Medicare  population. 

•  The  simplest  procedure  described 
by  the  code  may  be  performed  in  most 
outpatient  departments. 

•  The  procedure  is  related  to  codes 
that  we  have  already  removed  from  the 
inpatient  list. 

In  the  November  1,  2002  final  rule 
with  comment  period  (67  FR  66741),  we 
added  the  following  criteria  for  use  in 
reviewing  procedures  to  determine 
whether  they  should  be  removed  from 
the  inpatient  list  and  assigned  to  an 
APC  group  for  payment  under  the 
OPPS; 

•  A  determination  is  made  that  the 
procedure  is  being  performed  in 
numerous  hospitals  on  an  outpatient 
basis;  or 

•  A  determination  is  made  that  the 
procedure  can  be  appropriately  and 
safely  performed  in  an  ASC,  and  is  on 
the  list  of  approved  ASC  procedures  or 
has  been  proposed  by  us  for  addition  to 
the  ASC  list. 

The  list  of  codes  that  will  be  paid  by 
Medicare  in  CY  2011  only  as  inpatient 
procedures  is  included  as  Addendum  E 
to  this  final  rule  with  comment  period. 

B.  Changes  to  the  Inpatient  List 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46301),  we  proposed  to  use 
the  same  methodology  for  the  CY  2011 
OPPS  as  described  in  the  November  15, 
2004  final  rule  with  comment  period  (69 


FR  65835)  to  identify  a  subset  of 
procedures  currently  on  the  inpatient 
list  that  are  being  performed  a 
significant  amount  of  the  time  on  an 
outpatient  basis.  Using  this 
methodology,  we  identified  three 
procedures  that  met  the  criteria  for 
potential  removal  from  the  inpatient 
list.  We  then  clinically  reviewed  these 
three  potential  procedures  for  possible 
removal  from  the  inpatient  list  and 
found  them  to  be  appropriate  candidates 
for  removal  from  the  inpatient  list. 

During  the  February  2010  meeting  of  the 
APC  Panel,  we  solicited  the  APC  Panel’s 
input  on  the  appropriateness  of 
removing  the  following  three 
procedures  from  the  CY  2011  inpatient 
list;  CPT  codes  21193  (reconstruction  of 
mandibular  rami;  horizontal,  vertical,  C, 
or  L  osteotomy;  without  bone  graft); 
21395  (open  treatment  of  orbital  floor 
blowout  fracture;  periorbital  approach 
with  bone  graft  (includes  obtaining 
graft));  and  25909  (amputation,  forearm, 
through  radius  and  ulna;  reamputation). 
Following  the  discussion  at  its  February 
2010  meeting,  the  APC  Panel 
recommended  that  CMS  remove  from 
the  CY  2011  inpatient  list  the  three  CPT 
codes  that  we  had  identified;  CPT  codes 
21193,  21395, and  25909.  ' 

For  the  CY  2011  OPPS,  we  proposed 
to  accept  the  APC  Panel’s  . 
recommendations  to  remove  the 
procedures  described  by  CPT  codes 
21193,  21395,  and  25909  from  the 
inpatient  list  because  we  agree  with  the 
APC  Panel  that  the  procedures  may  be 
appropriately  provided  as  hospital 
outpatient  procedures  for  some 
Medicare  beneficiaries. 

Comment:  Commenters  supported  the 
CMS  proposal  to  accept  the  APC 
recommendation  to  remove  CPT 
procedures  codes  21193,  21395,  and 
25909  from  the  inpatient  list. 

Response:  We  appreciated  the 
commenters’  support  of  our  proposal. 

Comment:  Several  commenters 
requested  that  CMS  remove  25 
additional  codes  from  the  inpatient  list 
based  on  their  own  experience, 
specialty  society  recommendation,  or 
designatiorr  of  a  procedure  as  safe  in  the 
outpatient  setting  under  one  of  the 
many  clinical  guidelines  available,  such 
as  Milliman  Care  Guidelines. 

Response:  We  reevaluated  the  25 
additional  procedure  codes  requested  by 
the  commenters  using  more  recent 
utilization  data  and  further  clinical 
review  by  CMS  medical  advisors.  These 
codes  are  listed  in  Table  47  below.  As 
a  result  of  the  reevaluation,  we  remain 
convinced  that  these  procedures  could 
be  safely  performed  only  in  the 
inpatient  setting. 


One  of  the  suggested  procedures,  CPT 
code  35045  (direct  repair  of  aneurysm, 
pseudoaneurysm,  or  excision  (partial  or 
total)  and  graft  insertion,  with  or 
without  patch  graft;  for  aneurysm, 
pseudoaneurysm,  and  associated 
occlusive  disease,  radial  or  ulnar  artery), 
appears  to  have  some  volume  in  the 
outpatient  hospital  setting.  Therefore, 
we  will  present  CPT  code  35045  to  the 
APC  panel  at  the  winter  2011  meeting 
for  the  Panel’s  consideration  for  removal 
from  the  inpatient  list. 

One  commenter  provided  clinical 
arguments  for  a  second  procedure,  CPT 
code  54650  (Orchiopexy,  abdominal 
approach,  for  intra-abdominal  testis 
(e.g.,  Fowler-Stephens),  that  was  low  in 
volume  but  appeared  to  be  performed 
some  of  the  time  in  the  outpatient 
hospital  setting.  We  also  will  present 
CPT  code  54650  to  the  APC  Panel  at  the 
winter  2011  meeting  for  the  panel’s 
consideration  for  removal  from  the 
inpatient  list. 

Comment:  Many  commenters 
suggested  that  regulations  should  not 
supersede  the  physician’s  level  of 
knowledge  and  assessment  of  the 
patient’s  condition,  and  that  the 
physician  can  appropriately  determine 
whether  a  procedure  can  be  performed 
in  a  hospital  outpatient  setting.  Other 
commenters  stated  that  physician’s 
payment  should  be  aligned  with  the 
hospital  payment;  if  the  hospital  is  not 
paid,  then  the  physician  payment  • 
should  not  be  allowed.  They  further 
stated  that  physicians  have  little 
incentive  to  ensure  that  inpatient  only 
procedures  are  performed  in  the  correct 
setting  because  their  payments  are  not 
impacted  by  an  incorrect  site  of  service. 
One  commenter  believed  that  CMS  and 
hospital  efforts  to  educate  physicians 
have  not  been  effective. 

Many  commenters  suggested  that  the 
inpatient  list  be  eliminated  in  its 
entirety.  They  indicated  that  hospitals 
already  meet  minimum  safety  standards 
through  Joint  Commission  accreditation 
and  the  Medicare  hospital  conditions  of 
participation.  Commenters  suggested 
that,  if  the  inpatient  list  cannot  be 
eliminated  in  its  entirety,  an  appeals 
process  be  developed.  Commenters 
believed  that  an  appeal  process  would 
give  the  hospital  the  opportunity  to 
submit  documentation  on  the 
physician’s  intent,  the  patient’s  clinical 
condition,  and  the  circumstances  that 
enabled  the  patient  to  be  sent  home 
safely  without  an  inpatient  stay.  One 
commenter  requested  that  CMS  give  its 
Medicare  contractors  authority  to  pay 
for  ancillary  services  performed  with 
the  procedure  on  the  inpatient  list  if  the  . 
provider  can  demonstrate  that  it  could 
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not  have  known  the  physician  was 
going  to  perform  that  procedure. 

Response:  We  appreciate  these 
comments  and  thoughtful  suggestions. 
We  continue  to  believe  that  the 
inpatient  list  is  a  valuable  tool  for 
ensuring  that  the  OPPS  only  pays  for 
services  that  can  safely  be  performed  in 
the  hospital  outpatient  setting,  and  we 
will  not  eliminate  the  inpatient  list  at 
this  time.  We  believe  that  there  are 
many  surgical  procedures  that  are  never 
safely  performed  for  a  Medicare 
beneficiary  in  the  hospital  outpatient 
setting.  Therefore,  it  would  be 
inappropriate  for  us  to  assign  them 
separately  payable  .status  indicators  and 
establish  payment  rates  in  the  OPPS.  We 
recognize  that  hospitals  already  meet 
minimum  safety  standards  through 
accreditation  or  State  surveys  which 
assure  compliance  with  the  Medicare 
hospital  conditions  of  participation. 
However,  while  accreditation  or  State 
survey  and  certification  of  compliance 
with  the  hospital  conditions  of 
participation  ensure  that  a  hospital  is 
generally  a  safe  and  appropriate 
environment  for  providing  care,  they  do 
not  determine  whether  a  particular 
service  can  be  safely  provided  in  the 
outpatient  setting  to  Medicare 
beneficiaries. 

Although  the  commenters  suggested 
that  we  apply  the  same  payment 
restrictions  to  physicians  and  hospitals 
when  inpatient  procedures  are 
performed  inappropriately,  payment  for 
physicians’services  are  outside  of  the 
scope  of  the  OPPS  payment  policy  and 
of  this  OPPS/ASC  final  rule  with 
comment  period.  Notwithstanding 
concern  that  education  has  not  yet  been 


able  to  stop  some  physicians  from 
performing  a  procedure  on  the  inpatient 
list  in  the  hospital  outpatient  setting,  we 
continue  to  believe  that  education  is 
critical  to  ensuring  that  physicians  do 
not  inadvertently  provide  services  in  a 
hospital  outpatient  setting  that  only  are 
covered  during  an  inpatient  stay.  We 
expect  hospitals  to  be  aware  of  the 
services  that  are  being  provided  in  the 
outpatient  setting.  Hence,  we  do  not 
believe  that  it  is  appropriate  to  pay  the 
hospital  for  the  ancillary  services 
furnished  when  the  patient  receives  an 
inpatient-only  service  in  the  hospital 
outpatient  setting.  Further,  we  expect 
hospitals  to  use  this  knowledge  and  to 
educate  physicians  with  regard  to  the 
appropriate  setting  for  the  procedures 
they  furnish.  We  recognize  that  there  are 
cases  in  which  the  patient  expires 
before  he  or  she  can  be  admitted  and 
has  received  an  inpatient-only  service 
without  being  admitted.  In  these  cases, 
we  have  long  made  payment  for  the 
ancillary  services  under  APC  0375. 

As  we  have  stated  in  the  past,  we  also 
are  concerned  about  the  impact  of 
eliminating  the  inpatient  list  on 
Medicare  beneficiary  liability. 
Elimination  of  the  inpatient  list  might 
lead  to  longer  time  in  the  hospital 
outpatient  setting,  during  which 
Medicare  beneficiaries  are  responsible 
for  copayments  for  a  complex  surgery 
and  any  individual  services  supporting 
that  surgery,  as  well  as  financial  liability 
for  most  self-administrable  drugs  and 
biologir.al  under  Medicare  Part  B.  Cost 
.  sharing  is  very  different  between  the 
hospital  inpatient  setting  and  the 
hospital  outpatient  setting,  and 


Medicare  beneficiaries  mav  incur  higher 
out-of-pocket  costs  in  the  hospital 
outpatient  setting  for  complex  surgical 
procedures.  We  do  not  plan  to  adopt  a 
specific  appeals  process  for  claims 
related  to  inpatient  list  procedures 
performed  in  the  HOPD,  and  the 
existing  processes  established  for  a 
beneficiary  or  a  provider  to  appeal  a 
specific  claim  remain  in  effect.  We  are 
committed  to  reviewing  the  inpatient 
list  timely  to  reflect  changes  in  medical 
practice,  and  we  plan  to  continue  our 
current  practice  of  reviewing  procedures 
for  removal  from  the  inpatient  list 
through  the  public  notice-and-comment 
process. 

After  consideration  of  the  public 
comments  we  received,  we  are  - 
finalizing  our  proposal  without 
modification.  The  three  procedures  that 
we  are  removing  from  the  inpatient  list 
for  CY  2011  and  their  CPT  codes,  long 
descriptors,  and  final  APC  assignments 
are  displayed  in  Table  46  below. 

We  are  retaining  the  25  procedures 
requested  by  commenters  and  reviewed 
by  CMS  medical  advi.sors  for  possible 
removal  frqm  the  inpatient  list  on  the 
inpatient  list  for  CY  2011.  These 
procedures  are  displayed  in  Table  47 
below.  However,  two  procedures  that 
were  requested  for  removal  from  the 
inpatient  list  by  commenters,  CPT  code 
35045  and  CPT  code  54650,  will  be 
presented  to  the  APC  Panel  at  the  winter 
2011  meeting  for  the  Panel’s 
consideration  for  removal  from  the  list. 

For  the  complete  listing  of  inpatient 
only  procedures  for  CY  2011,  we  refer 
readers  to  Addendum  E  to  this  final 
rule. 


Table  46— Procedures  Removed  From  the  Inpatient  List  and  Their  Final  APC  Assignments  for  CY  2011 


CPT 
-  code 

■ 

Long  descriptor 

CY  201 1 

APC  assign¬ 
ment 

CY  201 1 
status  indi¬ 
cator 

21193 . : . 

Reconstruction  of  mandibular  rami:  horizontal, 
vertical,  C,  or  L  osteotomy;  without  bone  graft. 

0256 

T 

21395  . ; . 

Open  treatment  of  orbital  floor  blowout  fracture; 
periorbital  approach  with  bone  graft  (includes  ob- 
.  taining  graft). 

0256 

T 

25909  . 

Amputation,  forearm,  through  radius  and  ulna;  re¬ 
amputation. 

0049 

_ 

T 

Table  47— Additional  Procedures  Requested  by  Commenters  for  Removal  From  the  Inpatient  List  for  CY 

2011 


CPT  code  1 

Long  descriptor  ! 

CY  201 1  sta¬ 
tus  indicator 

01214 . . 

Anesthesia  for  open  procedures  involving  hip  joint;  total  hip  arthroplasty  .... 

C 

01402  . 

1 

Anesthesia  for  open  or  surgical  arthroscopic  procedures  on  knee  joint;  total 
knee  arthroplasty. 

C 

01638  . 

Anesthesia  for  open  or  surgical  arthroscopic  procedures  on  humeral  head 
and  neck,  sternoclavicular  joint,  acromioclavicular  joint,  and  shoulder 
joint;  total  shoulder  replacement. 

C 
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Table  47— Additional  Procedures  Requested  by  Commenters  for  Removal  From  the  Inpatient  List  for  CY 

2011 — Continued 


OPT  code  ! 

Long  descriptor 

CY  2011  sta¬ 
tus  indicator 

19305  . : . I 

Mastectomy,  radical,  including  pectoral  muscles,  axillary  lymph  nodes . 

C 

19361  .  1 

Breast  reconstruction  with  latissimus  dorsi  flap,  without  prosthetic  implant  .. 

C 

20938  .  j 

Autograft  for  spine  surgery  only  (includes  harvesting  the  graft);  structural, 
bicortical  or  tricortical  (through  separate  skin  or  fascial  incision).  (List 
separately  in  addition  to  code  for  primary  procedure.) 

C 

21196 . ; . . . . . 

Reconstruction  of  mandibular  rami  and/or  body,  sagittal  split;  with  internal 
rigid  fixation. 

C 

21422  . 

Open  treatment  of  palatal  or  maxillary  fracture  (LeFort  1  type)  . 

C 

22554  . 

Arthrodesis,  anterior  interbody  technique,  including  minimal  discectomy  to 
prepare  interspace  (other  than  for  decompression);  cervical  below  C2.  . 

C 

22585  . 

Arthrodesis,  anterior  interbody  technique,  including  minimal  discectomy  to 
prepare  interspace  (other  than  for  decompression);  each  additional  inter¬ 
space.  (List  separately  in  addition  to  code  for  primary  procedure.) 

C 

22845  .  i 

i 

1 

Anterior  instrumentation;  2  to  3  vertebral  segments.  (List  separately  in  ad¬ 
dition  to  code  for  primary  procedure.) 

C 

27557  . ; .  ; 

Open  treatment  of  knee  dislocation,  includes  internal  fixation,  when  per¬ 
formed;  with  primary  ligamentous  repair. 

C 

28800  . 

Amputation  of  midfoot — Amputation,  foot;  midtarsal  (e.g.,  Chopart  type  pro¬ 
cedure). 

C 

35045 . 1 

i 

Direct  repair  of  aneurysm,  pseudoaneurysm,  or  excision  (partial  or  total) 
and  graft  insertion,  with  or  without  patch  graft;  for  aneurysm, 
pseudoaneurysm,  and  associated  occlusive  disease,  radial  or  ulnar  ar¬ 
tery. 

C 

37182  .  1 

Insertion  of  transvenous  intrahepatic  portosystemic  shunt(s)  (TIPS)  (in¬ 
cludes  venous  access,  hepatic  and  portal  vein  catheterization, 
i  portography  with  hemodynamic  evaluation,  intrahepatic  tract  formation/ 
dilatation,  stent  placement  and  all  associated  imaging  guidance  and  doc-  i 
!  umentation).  ,  ^  j 

C 

38724  . . . 

i  Cervical  lymphadenectomy  (modified  radical  neck  dissection) . 

C 

39000  . 

i  Mediastinotomy  with  exploration,  drainage,  removal  of  foreign  body,  or  bi- 
'  opsy;  cervical  approach. 

C 

43770  . :. . 

;  Laparoscopy,  surgical,  gastric  restrictive  procedure;  placement  of  adjust- 
1  able  gastric  restrictive  device  (e.g.,  gastric  band  and  subcutaneous  port 

1  components). 

C 

! 

i 

54650  . . . 

j  Orchiopexy,  abdominal  approach,  for  intra-abdominal  testis  (e.g.,  Fowler- 
Stephens). 

i  " 

55845  . 

1  Prostatectomy,  retropubic  radical,  with  or  without  nerve  sparing;  with  bilat- 
1  eral  pelvic  lymphadenectomy,  including  external  iliac,  hypogastric,  and 
obturator  nodes. 

c 

55866  . 

!  Laparoscopy,  surgical  prostatectomy,  retropubic  radical,  including  nerve 
]  sparing. 

c 

58548  . - . 

i  Laparoscopy,  surgical,  with  radical  hysterectomy,  with  bilateral  total  pelvic 

1  lymphadenectomy  and  para-aortic  lymph  node  sampling  (biopsy),  with 

1  removal  of  tube(s)  and  ovary(s),  if  performed. 

i  C 

59856  . 

1  Induced  abortion,  by  1  or  more  vaginal  suppositories  (e.g.,  prostaglandin) 
with  or  without  cervical  dilation  (e.g.,  laminaria),  including  hospital  admis- 
1  Sion  and  visits,  delivery  of  fetus  and  secundines;  with  dilation  and 
curettage  and/or  evacuation. 

c 

i 

60270  . \ . 

j  Thyroidectomy,  including  substernal  thyroid;  sternal  split  of  transthoracic 
i  approach. 

!  C 

i 

63267  . 

i  Laminectomy  for  excision  or  evacuation  of  intraspinal  lesion  other  than 
i  •  neoplasm,  extradural;  lumbar. 

i  c 

XII.  OPPS  Nonrecurring  Technical  and 
Policy  Changes  and  Clarifications 

A.  Physician  Supervision 

1.  Background 

In  the  CY  2000  OPPS  final  rule  with 
comment  period  (6.5  FR  18524  through 
18526).  we  amended  our  regulations  to 
establish,  as  a  condition  of  payment,  the 
requirements  for  physician  supervision 
of  diagnostic  and  therapeutic  services 
provided  to  hospital  outpatients 
incident  to  a  physician’s  service.  We 


adopted  physician  supervision  policies 
as  a  condition  of  payment  to  ensure  that 
Medicare  pays  for  high  quality  hospital 
outpatient  services  provided  to 
beneficiaries  in  a  safe  and  effective 
manner  and  consistent  with  Medicare 
requirements.  In  the  CY  2009  OPPS/ 
ASC  proposed  rule  and  final  rule  with 
comment  period  (73  FR  41518  through 
41519  and  73  FR  68702  through  68704, 
respectively),  we  clarified  and  restated 
the  various  payment  requirements  for 
physician  supervision  of  hospital 


outpatient  therapeutic  and  diagnostic 
services.  In  response  to  concerns  about 
our  policy  restatement  that  were 
expressed  following  the  publication  of  , 
the  CY  2009  final  rule  with  comment 
period,  we  met  with  stakeholders  and 
further  delineated  our  physician 
supervision  policies  for  both  therapeutic 
and  diagnostic  services  in  the  CY  2010 
OPPS/ ASC  proposed  rule  and  the  final 
rule  with  comment  period  (74  FR  35365 
and  74  FR  60679  through  60680, 
respectively). 
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While  we  received  and  responded  to 
many  comments  in  the  course  of  the  CY 
2010  rulemaking,  addressing 
supervision  for  hoth  diagnostic  and 
therapeutic  services,  it  was  not  until 
after  the  publication  of  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  that  we  received  substantial 
comments  from  the  CAH  community  in 
response  to  a  technical  correction  we 
made  to  codify  our  longstanding  view 
that  CAHs  are  subject  to  the  supervision 
policy  for  payment  of  therapeutic 
services  in  the  regulations  at  42  CFR 
410.27.  In  addition,  the  broader  hospital 
community  continues  to  indicate  that  it 
would  prefer  that  we  modify  the  current 
supervision  policy  to  permit  a  lower 
level  of  supervision  for  therapeutic  • 
services. 

By  way  of  introduction,  we  have 
defined  supervision  in  the  hospital 
outpatient  setting  by  drawing  on  the 
three  levels  of  supervision  that  were 
defined  for  the  physician  office  setting 
at  §  410.32(b)  prior  to  the  OPPS: 

General,  direct,  and  personal 
supervision.  Over  time,  we  have  tailored 
these  definitions  to  apply  them  in  the 
hospital  outpatient  setting,  but  to  date 
we  have  maintained  the  following 
premises.  General  supervision  means 
that  a  service  is  furnished  under  the 
overall  direction  and  control  of  the 
physician,  but  his  or  her  physical 
presence  is  not  required  during  the 
performance  of  the  procedure.  Direct 
supervision  meairs  that  the  physician  is 
physically  present  on-site  -and  is 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure;  however, 
the  physician  does  not  have  to  be 
present  in  the  same  room  when  the 
procedure  is  being  performed.  Personal 
supervision  means  the  physician  is 
present  in  the  room  when  the  service  is 
being  performed.  ■ 

a.  Outpatient  Therapeutic  Services 

As  set  forth  in  the  CY  2000  OPPS  final 
rule  with  comment  period  establishing 
the  hospital  outpatient  prospective 
payment  system,  direct  .supervision  is 
the  current  standard  for  supervision  of 
hospital  outpatient  therapeutic  services 
covered  and  paid  by  Medicare  in 
hospitals  and  provider-based 
departments  (PBDs)  of  hospitals.  In  that 
rule,  we  defined  “direct  supervision”  to 
mean  that  “the  physician  must  be 
present  and  on  the  premises  of  the 
location  and  immediately  available  to 
furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure.  It  does  not  mean  that  the 
physician  must  be  present  in  the  room 
when  the  procedure  is  performed.”  The 
requirement  to  be  “immediately 


available”  was  a  component  of  the 
requirement  for  direct  supervision  but 
we  did  not  define  the  term  at  that  time. 

We  clarified  that  our  intention  in 
defining  direct  supervision  for  services 
furnished  at  a  department  of  a  hospital 
was  that  a  physician  be  present  on  the 
premises  of  the  entity  accorded  status  as 
a  department  of  the  hospital  for  as  long 
as  patients  are  being  treated  at  that  site 
(65  FR  18525).  In  that  CY  2000  OPPS 
final  rule  with  comment  period,  we 
finalized  regulation  text  in  §  410.27(f) 
specifying  that  direct  supervision  is 
required  in  PBDs  of  hospitals,  and  in  the 
preamble  discussion,  we  emphasized 
the  importance  of  the  direct  supervision 
requirement  for  off-campus  PBDs.  We 
also  stated  that  the  language  of 
§  410.27(f)  “applies  to  services  furnished 
at  an  entity  that  is  located  off  the 
campus  of  a  hospital  that  we  designate 
as  having  provider-based  status  as  a 
department  of  a  hospital  in  accordance 
with  §413.65.”  We  disagreed  with 
commenters  that  the  requirement  for 
direct  supervision  in  the  off-campus 
PBD  was  more  stringent  than  the 
standard  we  required  on  the  hospital 
campus.  We  noted  that  section 
1861(s)(2)(B)  of  the  Act  authorizes 
payment  for  hospital  services  provided 
incident  to  physicians’  services 
furnished  to  outpatients.  We  stated  that 
“we  require  that  hospital  services  and 
supplies  furnished  to  outpatients  that 
are  incident  to  physician  services  be 
furnished  on  a  physician’s  order  by 
hospital  personnel  and  under  a 
physician’s  supervision”  (65  FR  18525). 
We  further  stated  that  “we  assume  the 
physician  supervision  requirement  is 
met  on  hospital  premises  because  staff 
physicians  would  always  be  nearby 
within  the  hospital.” 

In  manual  guidance,  we  have  clarified 
that  we  expect  outpatient  services 
incident  to  physicians’  services  to  be 
performed  under  direct  supervision.  We 
provide  in  Section  20.5.1,  Chapter  6,  of 
the  Medicare  Benefit  Policy  Manual 
(Pub.  L.  100-02)  that  outpatient  services 
and  supplies  must  be  furnished  on  a 
physician’s  order  and  delivered  under 
supervision.  Section  20.5.1  indicates 
further  that  each  occasion  of  a  service 
by  a  nonphysician  does  not  need  to  also 
be  the  occasion  of  the  actual  rendition 
of  a  personal  professional  service  by  the 
physician  responsible  for  the  care  of  the 
patient.  Nevertheless,  as  stipulated  in 
that  same  section  of  the  Manual  “during 
any  course  of  treatment  rendered  by 
auxiliary  personnel,  the  physician  must 
personally  see  the  patient  periodically 
and  sufficiently  often  enough  to  assess 
the  course  of  treatment  and  the  patient’s 
progress  and,  where  necessary,  to 
change  the  treatment  regimen.” 


In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period,  we  provided  a 
restatement  and  clarification  of  the 
requirements  for  physician  supervision 
of  hospital  outpatient  diagnostic  and 
therapeutic  services  that  were  set  forth 
in  the  CY  2000  OPPS  final  rule  with 
comment  period.  We  chose  to  restate  the 
existing  physician  supervision  policy 
for  hospital  outpatient  therapeutic 
services  in  part  because  we  were 
concerned  that  some  stakeholders  may 
have  misuftderstood  our  use  of  the  term 
“assume”  in  the  following  statement: 

“We  assume  the  physician  requirement 
is  met  on  hospital  premises  because 
staff  physicians  would  always  be  nearby 
within  the  hospital.  The  effect  of  the 
regulations  in  this  final  rule  is,to  extend 
this  assumption  to  a  department  of  a 
hospital  that  is  located  on  the  campus 
of  the  hospital”  (65  FR  18525).  We  were 
concerned  that  stakeholders  might 
believe  that  this  statement  meant  that 
we  do  not  require  any  supervision  in  the 
hospital  or  in  an  on-campus  PBD  for 
hospital  outpatient  therapeutic  services, 
or  that  we  only  require  general 
supervision  for  those  services. 

In  our  policy  restatement  in  the  CY 
2009  OPPS/ASC. final  rule  with 
comment  period,  we  reiterated  that 
direct  supervision  is  the  standard  for 
physician  supervision,  as  set  forth  in  the 
CY  2000  OPPS  final  ride  with  comment 
period,  for  supervision  of  hospital 
outpatient  therapeutic  services  covered 
and  paid  by  Medicare  in  hospitals  as 
well  as  in  PBDs  of  hospitals.  We  stated 
clearly  that  we  expect  direct  physician 
supervision  of  all  hospital  outpatient 
therapeutic  services,  regardless,  of  their 
on-campus  or  off-campus  location,  but 
indicated  that  we  would  continue  to 
emphasize  the  physician  supervision 
requirements  in  off-campus  PBDs  as  we 
did  in  the  CY  2000  OPPS  final  rule  with 
comment  period.  We  noted  that  if  there 
were  problems  with  outpatient  care  in  a 
hospital  or  in  an  on-campus  PBD  where 
direct  supervision  was  not  in  place  (that 
is,  the  expectation  of  direct  supervision 
was  not  met),  we  would  consider  that  to 
be  a  quality  concern. 

After  we  published  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period,  we  received  significantly  more 
public  feedback  than  during  the 
rulemaking  cycle  about  our  restatement 
of  our  supervision  policy  for  both 
diagnostic  and  therapeutic  services.  We 
met  with  stakeholders  in  the  early  part 
of  2009  as  we  prepared  for  the  CY  2010 
rulemaking  cycle,  as  well  as  reviewed 
all  public  input  that  we  received,  to 
craft  a  response  to  tliese  concerns 
regarding  the  supervision  requirements. 
For  therapeutic  services,  we  con.sidered 
the  concerns  of  various  stakeholders 


72000  Federal  Register/ Vol.  75,  No.  226 /Wednesday,  November  24,  2010 /Rules  and  Regulations 


along  with  our  position  that  direct 
supervision  for  therapeutic  services  is 
appropriate  and  aligned  with  the 
statutory  requirement  that  Medicare 
only  makes  payment  for  therapeutic 
services  in  the  hospital  outpatient 
setting  that  are  “incident  to”  physician 
services. 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period,  we  finalized  our 
proposal  to  allow,  in  addition  to  clinical 
psychologists,  certain  other 
nonphysician  practitioners  to  directly 
supervise  services  that  they  may 
perform  themselves  under  their  State 
license  and  scope  of  practice  and 
hospital  or  CAH-granted  privileges.  The 
nonphysician  practitioners  who  were 
permitted  to  provide  direct  supervision 
of  therapeutic  services  under  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  are  physician  * 

assistants,  nurse  practitioners,  clinical 
nurse  specialists,  certified  nurse- 
midwives,  and  licensed  clinical  social 
workers.  These  nonphysician 
practitioners  may  directly  supervise 
outpatient  therapeutic  services  that  they 
may  personally  furnish  in  accordance 
with  State  law  and  all  additional 
requirements,  including.the  Medicare 
coverage  rules  relating  to  their  services 
specified  in  our  regulations  at  42  CFR 
410.71,  410.73,  410.74,  410.75,  410.76, 
and  410.77  (for  example,  requirements 
for  collaboration  with,  or  general 
supervision  by,  a  physician).  In 
implementing  the  new  benefits  for 
pulmonary  rehabilitation,  cardiac 
rehabilitation,  and  intensive  cardiac 
rehabilitation  added  by  the  Medicare 
Improvements  for  Patients  and 
Providers  Act  of  2008  (MIPPA,  Pub.  L. 
110-275),  we  required  that  direct 
supervision  of  services  furnished  in  the 
hospital  outpatient  department  must  be 
provided  by  a  doctor  of  medicine  or 
osteopathy  as  required  by  statute.  The 
statute  does  not  permit  general 
supervision  or  supervision  by  a 
nonphysician  practitioner  of  PR,  CR,  or 
ICR  services. 

For  services  furnished  on  a  hospital’s 
main  campus,  we  finalized  a 
modification  of  our  proposed  definition 
of  “direct  supervision”  jn  new  paragraph 
(aKl)(iv)(A)  of  §410.27  that  allowed  for 
the  supervisory  physician  or 
nonphysician  practitioner  to  be 
anywhere  on  the  hospital  campus. 
Therefore,  as  of  CY  2010,  direct 
supervision  on  the  hospital  or  CAH 
campus  or  in  an  on-campus  PBD  meant 
that  “the  supervisory  physician  or 
nonphysician  practitioner  must  be 
present  on  the  same  campus  and 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure.”  In  the 


CY  2010  OPPS/ASC  final  rule  with 
comment  period,  we  interpreted 
“immediate  availability”  to  mean 
“immediate  physical  presence”  and 
interruptible  (74  FR  60580).  We  stated 
that  while  we  had  not  previously 
defined  “immediately  available,”  we 
believed  that,  in  the  context  of  the 
existing  definitions  of  direct  supervision 
in  §§41 0.27(f)  and  410.32(b)(3)(ii)  of  the 
regulations  which  indicated  that  the 
physician  must  be  physically  present  in 
PBDs  of  hospitals  or  physicians’  offices, 
we  had  previously  established  that 
direct  supervision  requires  immediate 
physical  presence.  While  we  had  not 
specifically  defined  the  word 
‘immediate”  for  direct  supervision  in 
terms  of  time  or  distance,  we  noted  that 
the  general  definition  of  the  word  means 
“without  interval  of  time.”  Therefore, 
the  supervisory  physician  or 
nonphysician  practitioner  could  not  be 
immediately  available  while,  for 
example,  performing  another  procedure 
or  service  that  he  or  she  could  not 
interrupt.  In  addition,  we  stated  that  we 
understood  that  advances  in  medical 
technology,  changes  in  the  patterns  of 
health  care  delivery,  and  changes  in  the 
organizational  structure  of  hospitals 
have  led  to  the  development  of 
extensive  hospital  campuses,  sometimes 
spanning  several  city  blocks.  However, 
in  the  context  of  direct  supervision,  we 
believed  that  it  would  not-be 
“immediate”  for  the  supervisory 
physician  or  nonphysician  practitioner 
to  be  so  physically  far  away  on  the  main 
campus  from  the  location  where 
hospital  outpatient  services  are  being 
furnished  that  he  or  she  could  not 
intervene  right  away.  In  sum,  the 
requirement  to  be  physically  present 
and  “immediately  available,”  whether 
within  the  hospital  or  PBD,  ultimately 
determined  how  far  away  the 
supervisory  practitioner  could  be 
locatdd. 

Because  the  term  “in  the  hospital  or  , 
CAH”  applies  broadly  to  “incident  to” 
requirements  such  as  the  site-of-service 
requirement  for  therapeutic  services 
provided  by  the  hospital  directly  and 
under  arrangement,  we  also  established 
a  definition  of  “in  the  hospital”  in  new 
paragraph  §  410.27(g)  as  meaning  areas 
in  the  main  building(s)  of  a  hospital  or 
CAH  that  are  under  the  ownership, 
financial,  and  administrative  control  of 
the  hospital  or  CAH;  that  are  operated 
as  part  of  the  hospital;  and  for  which  the 
hospital  bills  the  services  furnished 
under  the  hospital’s  or  CAH’s  CMS 
Certification  Number  (CCN).  In  the 
preamble  to  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period,  as  part 
of  the  discussion  of  various  public 


comments  on  the  definition  of  the 
hospital  campus,  and  on  the  supervision 
requirement  specifically,  we  stated  that 
we  would  recognize  other  areas  or 
structures  of  the  hospital’s  campus  that 
are  not  part  of  the  hospital,  such  as 
physician  offices,  rural  health  centers, 
skilled  nursing  facilities,  or  other 
entities  that  participate  separately  under 
Medicare  to  he  part  of  the  hospital’s 
campus.  . 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period,  we  also  finalized 
our  proposal  to  add  paragraph 
(a)(l)(iv)(B)  to  §410.27.  This  paragraph 
updated  our  previous  regulation  at 
§  410.27(f)  to  reflect  that,  for  off-campus 
PBDs  of  hospitals,  the  physician  or 
noophysician  practitioner  must  be 
present  in  the  off-campus  PBD,  as 
defined  in  §413.65,  and  immediately 
available  to  furnish  assistance  and 
direction  throughout  the  performance  of 
the  procedure.  It  does  not  mean  that  the 
physician  or  nonphysician  practitioner 
must  he  in  the  room  when  the 
procedure  is  performed.  In  addition,  we 
finalized  the  proposed  technical  change 
to  clarify  the  language  in  §  410.27(f)  by 
removing  the  phrase  “present  and  on  the 
premises  of  the  location”  and  replacing 
it  with  the  phrase  “present  in  the  off- 
campus  provider-based  department.” 

Finally, 'we  finalized  a  technical 
correction  to  the  title  of  §  410.27  to  read 
“Outpatient  hospital  or  CAH  services 
and  supplies  incident  to  a  physician 
service:  Conditions,”  to  clarify  in  the 
title  that  the  requirements  for  payment 
of  hospital  outpatient  therapeutic 
services  incident  to  a  physician  or 
nonphysician  practitioner  service  in 
that  section  apply  to  both  hospitals  and 
CAHs.  Similarly,  we  included  the 
phrase  “hospital  or  CAH”  throughout 
the  text  of  §410.27  wherever  the  text 
referred  only  to  “hospital.”  VVe  viewed 
this  as  a  technical  correction  because 
the  statute  applies  the  same  regulations 
to  hospitals  and  CAHs  when 
appropriate.  Specifically,  the  definition 
of  “hospital”  in  section  1861(e)  of  the 
Act  expressly  excludes  CAHs  “unless  ' 
the  context  otherwise  requires.” 
Accordingly,  we  do  not  believe  it  is 
necessary  for  a  payment  regulation  to 
reference  specifically  the  applicability 
to  CAHs  for  those  regulations  to  be 
appropriate  given  the  “context”  for 
CAHs.  Although  payment  to  CAHs  is 
authorized  under  section  1834(g)  of  the 
Act,  many  of  the  payment  rules 
applicable  to  hospitals  paid  under 
sectipns  1886(d)  and  1833(t)  of  the  Act 
apply  to  CAHs. 

We  believe  that  the  supervision 
requirements  should  apply  in  the 
context  of  CAHs  because  they  represent 
appropriate  safety  and  quality 
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requirements  for  Medicare  payment  of 
outpatient  services.  In  the  early  part  of 
this  year,  the  CAH  community  asserted 
that  the  CAH  conditions  of  participation 
(CoPs)  offer  more  flexibility  in  staffing 
requirements- than  the  rule  requiring 
direct  supervision,  and  that  the  CAH 
CoPs  address  the  general  availability  of 
physician  and  nonphysician 
practitioners  on  the  CAH  campus.  The 
hospital  CoPs  at  42  CFR  482.22  require 
hospital  medical  staff  to  be  composed  of 
doctors  of  medicine  or  osteopathy  and, 
in  accordance  with  State  law,  may  also 
be  composed  of  other  practitioners 
appointed  by  the  governing  body.  They 
also  require  24-hour  nursing  services 
that  are  provided  by  or  supervised  by  a 
registered  nurse.  Under  section 
1820{c)(2KB)  of  the  Act,  among  other 
criteria,  a  CAH  must  meet  the  same 
staffing  requirements  as  would  apply 
under  section  1861(e)  of  the  Act  to  a 
hospital  located  in  a  rural  area. 

However,  there  are  some  exceptions  to 
these  staffing  requirements.  Section 
1820(c)(2)(B)(iv)  of  the  Act  specifies  that 
a  CAH  need  not  meet  hospital  staffing 
requirements  under  section  1861(e)  of 
the  Act  regarding  the  days  and  hours  in 
which  it  is  open  and  fully  staffed;  the 
facility  may  provide  certain  services 
under  arrangement  at  an  off-site 
location;  that  inpatient  care  may  be 
provided  by  a  physician  assistant,  nurse 
practitioner,  or  clinical  nurse  specialist 
subject  to  the  oversight  of  a  physician, 
who  need  not  be  present  in  the  facility. 

The  CAH  CoPs  in  42  CFR  485.631  are 
specific  in  recognizing  the  statutory 
authority  to  be  staffed  by  nonphysician 
practitioners  rather  than  physicians, 
provided  a  doctor  of  medicine  or 
osteopathy,  nurse  practitioner,  clinical 
nurse  specialist,  or  physician  assistant 
is  available  to  furnish  patient  care 
services  at  all  times  the  CAH  operates. 
The  requirement  that  the  practitioner 
“be  available”  in  §485.631  has  been 
interpreted  to  mean  that  the  - 
nonphysician  practitioner  or  physician 
is  available  by  phone,  but  not 
necessarily  physically  present  on  the 
CAH  campus.  The  CAH  CoPs  also 
specify  standards  for  emergency 
personnel  under  §485.618,  requiring 
that  a  doctor  of  medicine  or  osteopathy, 
or  a  nonphysician  practitioner  such  as 
a  physician  assistant,  a  nurse 
practitioner,  or  a  clinical  nlirse 
specialist,  with  training  or  experience  in 
emergency  care,  be  on  call  and 
immediately  available  by  telephone  or 
radio  contact,  and  available  onsite 
within  30  minutes,  on  a  24-hour  a  day 
basis  in  most  areas. 

However,  in  the  Medicare  program, 
payment  requirements  are  frequently 
different  from  those  identified  in  the 


CoPs  because  the  two  sets  of  rules  serve 
very  separate  and  distinct  purposes. 

CoPs  apply  largely  at  the  facility  level, 
while  payment  regulations  apply  at  the 
service  level.  Payment  regulations,  such 
as  requirements  for  how  contracted 
entities  provide  services  to  hospital 
patients,  support  program  goals  of 
appropriate  and  accurate  payment  for 
quality  services.  In  contrast,  for  all 
providers  including  CAHs,  the  CoPs 
authorize  hospitals  to  participate  in  the 
Medicare  program.  We  establish  CoPs  as 
minimum  standards  for  patient  health 
and  safety,  and  CoPs  focus  on  creating 
a  foundation  to  ensure  quality  and  safe 
care  for  beneficiaries  throughout  a  given 
facility,  irrespective  of  the  payment 
system  or  service  provided.  As 
previously  mentioned,  CoPs  generally 
do  not  apply  on  the  service  level  and  do 
not  ensure  that  payment  is  appropriate 
for  specific-  types  of  purchased  services 
nor  can  they  substitute  for  payment 
requirements  since  that  is  not  their 
function. 

In  summary,  requirements  established 
for  purposes  of  payment  frequently 
differ  from  the  requirements  established 
by  the  CoPs  for  many  providers, 
including  hospitals  and  CAHs.  Whereas 
payment  regulations  establish  basic 
parameters  defining  the  services  being 
purchased,  CoPs  (including  both  the 
hospital  CoPs  and  the  CAH  CoPs) 
establish  standards  to  ensure  a 
minimum  level  of  quality  and  safety  for 
operating  as  a  hospiital  or  a  CAH.  The 
minimum  standards  established  as  CoPs 
are  not  always  adequate  to  address  the 
particular  quality,  safety  and  other 
requirements  for  payment  for  a  service 
or  group  of  services. 

b.  Outpatient  Diagnostic  Services 

As  we  stated  in  the  CY  2009  OPPS/ 
ASC  and  CY  2000  OPPS  proposed  rules 
and  final  rules  with  comment  period, 
section  1861(s)(2)(C)  of  the  Act 
authorizes  payment  for  diagnostic 
services  that  are  furnished  to  a  hospital 
outpatient  for  the  purpose  of  diagnostic 
study.  We  have  further  defined  the 
requirements  for  diagnostic  services 
furnished  to  hospital  outpatients, 
including  requirements  for  physician 
supervision  of  diagnostic  services,  in 
§§410.28  and  410.32  of  our  regulations. 
In  CY  2000,  we  established  in 
§  410.28(e)  that  in  order  to  receive 
payment,  outpatient  diagnostic  services 
furnished  in  PBDs  of  hospitals  must  be 
supervised  according  to  the  levels 
assigned  for  the  individual  tests  as 
listed  in  the  MPFS  Relative  Value  Unit 
File.  For  these  services,  we  also  adopted 
the  definitions  of  general,  direct  and 
personal  supervision  used  in  the  MPFS 
and  delineated  in  §§410.32(b)(3)(i). 


(b)(3)(ii)  and  (b)(3)(iii).  For  CY  2010,  we 
finalized  a  proposal  to  extend  the  rules 
we  had  established  for  PBDs  to  the 
hospital  setting  or  any  other  location 
where  diagnostic  services  may  be 
provided  under  arrangement  (for 
example,  a  nonhospital  location  such  as 
an  independent  diagnostic  testing 
facility  or  IDTF).  Where  §  410.28(e)  had 
previously  only  referenced  the  MPFS 
supervision  requirements  for  services 
“furnished  at  a  facility  *  *  *  having 
provider-based  status,”  we  broadened 
the  reference  to  those  requirements  for 
“services  furnished  by  or  under 
arrangements  made  by  the  participating 
hospital”  and  we  added  further 
requirements  for  direct  supervision.  In 
the  CY  2010  OPPS/ASC  rulemaking 
cycle,  in  §§  410.28(e)(1)  and  (e)(2),  we 
redefined  direct  supervision  for 
outpatient  diagnostic  services  to  mean 
(with  the  exception  of  services  provided 
under  arrangement  in  nonhospital 
locations)  the  definition  that  we 
adopted  at  this  time  for  outpatient 
therapeutic  services,  specifically  that  for 
services  furnished  directly  or  under 
arrangement  in  the  hospital  or  in  the  on- 
campus  or  off-campus  PBD,  “direct 
supervision”  means  that  the  physician 
must  be  immediately  available  and 
present  on  the  same  campus  or  in  the 
off-campus  PBD  to  furnish  assistance 
and  direction  throughout  the 
performance  of  the  procedure.  For 
purposes  of  defining  direct  supervision 
of  diagnostic  services,  in  §  410.28,  we 
applied  the  definition  of  “in  the 
hospital”  as  incorporated  in  §  410.27(g) 
for  therapeutic  services.  For  diagnostic 
services  furnished  under  arrangement  in 
nonhospital  locations  such  as  an  IDTF, 
in  §  410.28(e)(3),  we  applied  the 
definition  of  direct  supervision  used  in 
the  MPFS  and  at  §  410.32(h)(3)(ii). 

The  MPFS  Relative  Value  Unit  File  is 
updated  quarterly  and  is  available  on 
the  CMS  Web  site  at:  http:// 
www.cins.gov/PhysicianFeeSched/.  For 
diagnostic  services  not  listed  in  the 
MPFS  Relative  Value  Unit  File,  we  have 
indicated  that  Medicare  contractors,  in 
consultation  with  their  medical 
directors,  would  define  appropriate 
supervision  levels  in  order  to  determine 
whether  claims  for  these  services  are 
reasonable  and  necessary. 

We  note  that  the  existing  requirement 
in  §§  410.28(e)(1),  (e)(2),  and  (e)(3)  that 
physician  supervision  of  diagnostic 
services  provided  by  or  under 
arrangements  made  by  the  participating 
hospital  or  in  any  PBD  follow  the  levels 
for  diagnostic  services  established  under 
the  MPFS  explicitly  applies  to  hospitals 
that  are  paid  in  accordance  with  to 
section  1833(t)  of  the  Act,  which  is  the 
statutory  authority  for  the  OPPS. 
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Because  Medicare  makes  payments  to  . 
CAHs  in  accordance  with  section 
1834(g)  of  the  Act,  at  this  time,  GAHs 
are  not  subject  to  this  supervision 
requirement. 

2.  Issues  Regarding  the  Supervision  of 
Hospital  Outpatient  Services  Raised  by 
Hospitals  and  Other  Stakeholders 

Following  the  adoption  of  our  policies 
in  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60575 
through -60591),  beginning  in  January 
2010,  we  began  to  receive  a  sizable 
amount  of  correspondence,  as  well  as 
numerous  phone  calls,  and  questions 
through  other  public  avenues,  including 
the  regular  open  door  forum  calls,  from 
the  rural  hospital  and  CAH  community 
indicating  its  belief  that  the  requirement 
for  direct  supervision  for  therapeutic, 
services  finalized  in  that  rule  is  at  odds 
with  longstanding  and  prevailing 
practice  in  rural  communities.  These 
hospitals  and  their  representatives 
stated  that  they  generally  function  with 
a  reduced  level  of  supervision  for  the 
provision  of  therapeutic  services  and 
that  while  they  furnish  services  under  a 
physician’s  or  appropriate  nonphysician 
practitioner’s  order,  frequently  no 
physician  or  nonphysician  practitioner 
is  physically  present  anywhere  in  the 
CAH  or  small  rural  hospital  while  the 
therapeutic  servdces  are  being  furnished. 
CAHs,  in  particular,  noted  that  the 
provisions  in  their  CoPs  allow  a  CAH  to 
operate  under  reduced  staffing 
requirements.  Specifically,  under 
§§485.631  and  485.618  as  described 
above,  CAHs  must  have  a  physician  or 
one  of  several  types  of  nonphysician 
practitioners  available  by  phone  at  all 
times,  but  not  on  campus.  For 
emergencies,  in  most  areas  of  the 
country,  the  CAH  must  have  a  physician 
or  certain  other  nonphysician 
practitioners  with  training  or  experience 
in  emergency  care  physically  available 
onsite  within  30  minutes. 

Both  CAHs  and  rural  hospitals  have 
stated  that  the  flexibility  to  allow 
nonphysician  practitioners  to  supervise 
services  that  we  authorized  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  is  helpful  for  meeting 
the  direct  supervision  requirement  for 
all  therapeutic  services,  but  that  a 
shortage  of  qualified  practitioners  in 
rural  areas  continues  to  make  it  difficult 
to  staff  a  physician  or  nonphysician 
practitioner  for  supervision  purposes. 
They  also  noted  that  a  practitioner 
retained  on  the  campus  of  a  small  rural 
hospital  or  CAH  to  meet  supervision 
requirements  may  not  have  other 
patients  or  medical  activities  to 
complete.  In  an  urban  or  large  urban 
hospital,  a  practitioner  would  be  able  to 


see  other  patients  or  engage  in  other 
activities  so  long  as  those  activities 
could  be  interrupted,  such  that  they 
would  be  immediately  available  to 
supervise. 

In  a  series  of  questions  and  answers 
about  supervision  on  the  CMS  Web  site 
(http://wu'\v.cnis.gov/ 
HospitalOutpatientPPS/ 
05_OPPSGuidance.asp#TopOfPage),  we 
provided  additional  guidance  regarding 
our  regulations  about  who  can  supervise 
services  in  order  to  explain  to  CAHs  and 
small  rural  hospitals  the  flexibility  we 
believe  exists  within  our  requirement 
for  direct  supervision.  For  example,  in 
that  document,  we  state  that  we  believe 
the  emergency  physician  or  the 
nonphysician  practitioner,  who  would 
be  the  most  likely  practitioners  staffing 
a  small  rural  hospital  or  CAH,  can 
directly  supervise  outpatient  services  so 
long  as  the  emergency  physician  or 
nonphysician  practitioner  in  the 
emergency  department  of  the  campus 
meets  the  other  requirements  of  direct 
supervision.  That  is,  the  emergency 
physician  or  the  nonphysician 
practitionec  needs  to  be  immediately 
available,  so  that,  if  needed,  he  or  she 
could  reasonably  be  interrupted  to 
furnish  assistance  and  direction  in  the 
delivery  of  therapeutic  services 
provided  elsewhere  in  the  hospital.  We 
believe  that  most  emergency  physicians 
and  appropriate  nonphysician 
practitioners  can  supervise  many 
services  within  the  scope  of  their 
knowledge,  skills,  licensure,  and 
hospital-granted  privileges,  including 
observation  services.  With  regard  to 
whether  an  emergency  physician  or  a 
nonphysician  practitioner  could  be 
interrupted,  such  that  the  individual 
could  be  immediately  available,  we 
have  stated  that  each  hospital  would 
need  to  assess  the  level  of  activity  in  its 
emergency  department  and  determine 
whether  at  least  one  emergency 
physician  or  nonphysician  practitioner 
could  be  interrupted  to  furnish 
assistance  and  direction  in  the  treatment 
of  outpatients. 

In  their  correspondence  and 
discussion  in  public  forums,  CAHs  and 
small  rural  hospitals  explicitly  have 
raised  concerns  about  services  that 
extend  after  regular  operating  hours, 
especially  observation  services.  They 
also  have  asserted  that  direct 
supervision  is  not  clinically  necessary 
for  some  services  that  hav'e  a  significant 
monitoring  component  that  is  typically 
performed  by  nursing  or  other  auxiliary 
staff,  including  IV  hydration,  blood 
transfusions,  and  chemotherapy.  They 
stated  that  their  facilities  have  protocols 
to  safely  deliver  all  of  these  services, 
relying  on  nursing  or  other  hospital  staff 


to  provide  the  service  and  having  a 
physician  or  nonphysician  practitioner 
available  by  phone  to  furnish  assistance 
and  direction  throughout  the  duration  of 
the  therapeutic  service. 

In  the  early  part  of  this  year,  small 
rural  hospitals  and  CAHs  indicated  that, 
regulations  notwithstanding,  many  of 
them  did  not  have  appropriate  staff 
arrangements  to  provide  the  required 
supervision  of  some  services, 
particularly  services  being  provided 
after  hours  or  consisting  of  a  significant 
monitoring  component  that  last  for  an 
extended  period  of  time.  In  response  to 
rising  concerns  among  the  rural 
community  about  these  rules  and  the 
inability  of  some  hospitals  to  meet  the 
direct  supervision  requirement,  we 
issued  a  statement  on  March  15,  2010, 
indicating  that  we  would  not  enforce 
the  rules  for  supervision  of  hospital 
outpatient  therapeutic  procedures 
furnished  in  CAHs  in  CY  2010  [http:// 
www.cms.gov/HospitaIOutpatientPPS/ 
01_overview.aspUTopOfPage).  We  also 
stated  that  we  would  proactively  revisit 
the  rules  surrounding  the  supervision  of 
services  furnished  by  CAHs  in  the  CY 
2011  OPPS/ASC  proposed  rule. 

Compared  to  supervision  of 
therapeutic  services,  we  have  had 
relatively  limited  dialogue  with 
stakeholders  about  our  CY  2010  policy 
to  recognize  the  supervision  levels  for 
diagnostic  services  under  the  MPFS  for 
the  provision  of  diagnostic  services  in 
the  hospital.  Individual  stakeholders 
have  asked  about  supervision  of  specific 
diagnostic  services  and  have  noted  that 
our  requirement  that  the  hospitals 
follow  the  supervision  levels  for 
diagnostic  services  in  the  hospital 
identified  in  the  MPFS  Relative  Value 
Unit  File  has  required  some  modest 
changes  in  hospital  staffing  practices. 

We  also  have  received  questions 
requesting  clarification  about  related 
supervision  requirements  for 
nonphysician  practitioners.  We  note 
that  adopting  the  supervision  levels 
defined  under  the  MPFS  for  diagnostic 
services  in  42  CFR  410.32  means  that 
nonphysician  practitioners  who  are  not 
specifically  excluded  under  §41 0.32(b) 
from  the  level  of  supervision  required 
by  the  MPFS  are  subject  to  supervision 
by  a  physician  at  the  level  of 
supervision  required  by  the  diagnostic 
test.  We  also  discussed  in  our  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  that  diagnostic  X-ray  and  other 
diagnostic  tests  must  be  furnished  under 
the  appropriate  level  of  supervision  by 
a  physician  as  defined  in  section  1861  (r) 
of  the  Act  (74  FR  60588  through  60590). 
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3.  Policies  for  Supervision  of  Outpatient 
Therapeutic  Services  in  Hospitals  and 
CAHs 

As  indicated  in  our  March  15,  2010 
statement,  we  are  revisiting  the  issue  of 
supervision  of  outpatient  therapeutic 
services  in  CAHs  to  ensure  a  robust 
public  discussion  about  supervision 
requirements  for  payment  in  hospital 
outpatient  departments,  including  those 
located  in  rural  communities,  and  CAH 
outpatient  departments.  In  the  CY  2011 
OPPS/ASC  proposed  rule,  we  proposed 
modest  changes  to  our  supervision 
policy  for  therapeutic  services  that 
reflect  our  continuing  commitment  to 
require  direct  supervision  for  the' 
provision  of  therapeutic  services  in  the 
hospital  outpatient  setting  as  a 
requirement  for  payment  (75  FR  46303). 
We  proposed  these  changes  for  all 
hospitals,  including  CAHs,  because  we 
believe  that  Medicare  should  purchase  a 
basic  quality  of  service  for  all  Medicare 
beneficiaries.  Specifically,  we  proposed 
to  identify  a  limited  set  of  services  with 
a  significant  monitoring  component  that 
can  extend  for  a  sizable  period  of  time, 
that  are  not  surgical,  and  that  typically 
have  a  low  risk  of  complication  after 
assessment  at  the  beginning  of  the 
service,  as  “nonsurgical  extended 
duration  therapeutic  services”  (also 
referred  to  as  “extended  duration 
services”).  We  listed  these  services  in 
Table  37  of  the  proposed  rule  (75  FR 
46308).  We  proposed  for  these  services 
that  there  would  be  a  requirement  for 
direct  supervision  for  the  initiation  of 
the  service  followed  by  general 
supervision  for  the  remainder  of  the 
service.  We  proposed  to  adopt  the 
definition  of  “general  supervision”  in 
existing  §  410.32(b)(3)(i),  which  is  the 
same  definition  of  general  supervision 
that  we  already  recognize  as  appropriate 
for  diagnostic  services  with  a  general 
supervision  level  requirement  under  the 
MPFS.  Finally,  at  the  end  of , the 
proposal,  we  included  several 
discussion  points  designed  to  focus 
public  comments  and  generate  sufficient 
detail  to  assist  us  in  crafting  a  final 
policy. 

In  considering  the  significant 
correspondence  from  CAHs  and  rural 
communities,  as  well  as  public 
discussion  on  the  issue  of  supervision 
through  the  open  door  forum  and  calls 
with  individual  hospitals  and  other 
hospital  representatives,  we  sought  to 
propose  modifications  to  the 
supervision  standards  that  would 
balance  several  countervailing  interests. 
While  we  sought  to  identify  some  means 
of  offering  flexibility  within  the  direct 
supervision  requirement  and  address 
industry  concerns  about  specific 


services,  we  also  believed  strongly  that 
Medicare  should  continue  to  purchase 
services  that  are  delivered  with  a  basic 
level  of  quality  and  safety  and  that 
fulfill  the  statutory  requirement  for 
payment  of  incident  to  services.  We 
recognized  the  concerns  of  CAHs  and 
rural  hospitals  that  it  could  be  difficult 
to  staff  a  physician  or  nonphysician 
practitioner  on  the  campus  to  supervise 
services  that  have  a  significant 
monitoring  component  and  lack  an  « 
active  component  being  performed  by 
the  physician  or  nonphysician 
practitioner,  especially  when  these 
services  extend  into  after  business  hours 
or  overnight.  CAHs  and  rural  hospitals 
explicitly  identified  observation 
services,  IV  hydration,  chemotherapy, 
and  blood  transfusions  as  the  services 
that  are  particularly  challenging  to 
provide  under  direct  supervision. 
Observation  services,  in  particular,  can 
extend  for  a  significant  period  of  time. 
Data  from  the  CAH  outpatient  claims 
indicate  that  most  observation  care  lasts 
longer  than  12  hours  and  that  it 
frequently  lasts  24  to  48  hours, 
suggesting  that  observation  care  often 
extends  after  business  hours  and 
through  the  night. 

We  recognized  that  any  service  with 
an  extended  duration  and  a  significant 
monitoring  component  could  challenge 
hospitals’  ability  to  ensure  direct 
supervision,  and  we  decided  to 
concentrate  on  those  services.  We  set 
out  to  identify  services  with  a 
significant  monitoring  component 
extending  after  business  hours  as 
identified  by  the  CAHs  and  hospitals  in 
rural  communities  and  for  which  we 
could  offer  some  flexibility  in  meeting 
the  requirement  for  direct  supervision  of 
therapeutic  services  without 
compromising  the  quality  and  safety  of 
services  for  which  Medicare  makes 
payment.  One  way  to  provide  flexibility 
would  be  to  allow  a  reduced  level  of 
supervision  for  part  of  these  services. 

We  established  a  requirement  for  direct 
supervision  for  all  hospital  outpatient 
services  in  our  CY  2000  and  CY  2010 
rulemaking  processes.  However,  we 
reasoned  that,  for  certain  extended 
duration  services,  for  CY  2011  we  could 
adopt  a  general  supervision  requirement 
for  some  portion  of  the  service,  as  long 
as  we  believed  that  such  flexibility 
would  not  undermine  the  quality  and 
safety  of  purchased  services.  Therefore, 
we  proposed  to  require,  for  a  limited  set 
of  nonsurgical  extended  duration 
therapeutic  services,  direct  supervision 
during  the  initiation  of  the  service 
followed  by  general  supervision  for  the 
remainder  of  the  service  (75  FR  46306). 

We  proposed  to  define  “initiation  of 
the  service”  as  the  beginning  portion  of 


a  service  ending  when  the  patient  is 
stable  and  the  supervising  physician  or 
appropriate  nonphysician  practitioner 
believes  the  remainder  of  the  service 
can  be  delivered  safely  under  his  or  her 
general  direction  and  control  without 
his  or  her  physical  presence  on  the 
hospital  campus  or  in  the  PBD  of  the 
hospital.  We  listed  our  proposed 
definition  of  initiation  of  the  service  in 
proposed  §  410.27(a)(l)(v)(B).  We 
considered  further  defining  the  term 
“stable”  in  this  definition  as  there  is  an 
established  definition  in  the  Emergency 
Medical  Treatment  and  Labor  Act 
(EMTALA)  regulations  at  42  CFR 
489.24(b).  In  those  regulations, 
“stabilized”  with  respect  to  an 
emergency  medical  condition  means 
“that  no  material  deterioration  of  the 
condition  is  likely,  within  reasonable 
medical  probability,  to  result  from  or 
occur  during  the  transfer  for  the 
individual  from  a  facility  *  *  *” 
However,  this  language  is  set  within  the 
context  of  emergency  services,  not 
hospital  outpatient  therapeutic  services 
generally,  and  we  have  been  clear  that 
supervision  is  more  than  emergency 
response.  Ultimately,  we  were  not 
certain  that  this  definition  would  be 
appropriate  for  a  payment  requirement 
for  supervision  of  outpatient  therapeutic 
services. 

We  also  did  not  propose  to  further 
define  the  term  “initiation”  or  to  set  time 
limits  on  this  portion  of  the  service 
because  we  believe  that  the 
determination  that  a  patient  is 
sufficiently  stable  to  transfer  from  direct 
supervision  to  general  supervision,  and 
the  timing  of  that  decision,  are  clinical 
judgments.  We  believed  it  would  be  best 
to  leave  the  determination  of  when  to 
move  from  direct  to  general  supervision 
to  the  discretion  of  the  supervising 
physician  or  nonphysician  practitioner. 
However,  we  considered  whether  the 
point  of  transfer  from  direct  supervision 
to  general  supervision  should  be 
documented  in  the  medical  record  or 
identified  in  a  hospital  protocol,  and  we 
invited  public  comment  on  how  CMS 
might  review  the  physician  or 
nonphysician  practitioner’s  decision  to 
move  from  direct  to  general  supervision 
to  monitor  for  proper  billing  should  an 
adverse  event  occur. 

We  considered  four  criteria  when 
identifying  the  list  of  services  to  which 
this  new  policy  of  direct  supervision 
during  the  initiation  of  the  service 
followed  by  general  supervision  for  the 
remainder  of  the  service  would  apply. 
We  first  accepted  the  two  criteria 
identified  in  correspondence  and 
discussion  with  CAHs  and  rural 
hospitals,  that  the  service  be  of 
extended  duration,  frequently  extending 
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beyond  normal  business  hours,  and  that 
the  service  largely  consist  of  a 
significant  monitoring  component 
typically  conducted  by  nursing  or  other 
auxiliary  staff.  We  added  a  third 
criterion  that  the  service  must  be  of 
sufficiently  low  risk,  such  that  the 
service  typically  would  not  require 
direct  supervision  often  during  the 
service.  We  added  this  criterion 
because,  as  we  have  previously 
discussed,  our  requirement  for  direct 
supervision  has  been  grounded  in  the 
statutory  “incident  to”  payment 
authority  as  well  as  the  need  to  ensure 
that  Medicare  purchases  services  that 
represent  a  basic  level  of  quality  and 
safety.  We  have  noted  that,  unlike  an 
inpatient  admission,  the  provision  of 
outpatient  services  lacks  certain 
safeguards  such  as  a  detailed  medical 
history  and  a. plan  of  care  (74  FR  60578 
through  60588).  Finally,  we  excluded  all 
surgical  services  including  recovery 
time  fi'om  potential  inclusion  because 
we  believed  the  surgeon  should  be 
immediately  available  during  the 
recovery  period.  We  defined 
nonsurgical  extended  duration 
therapeutic  services  in  proposed 
regulation  text  for  §410.27(a)(l)(v)(A). 

Using  these  four  criteria,  we 
identified  a  list  of  nonsurgical 
therapeutic  services  that  have  a 
tendency  to  last  for  a  long  period  of 
time,  that  largely  consist  of  monitoring, 
and  that  have  a  low  risk  that  the 
physician’s  physical  presence  will  be 
needed  once  the  patient  is  stable.  To 
identify  this  list  of  potential  services, 
we  reviewed  all  medical  services, 
including  the  services  and  procedures 
specifically  identified  by  CAHs  and 
rural  hospitals  in  their  correspondence 
and  public  discussion.  The  proposed 
list  of  nonsurgical  extended  duration 
therapeutic  services  appeared  in  Table 
37  of  the  proposed  rule.  We  explicitly 
did  not  include  chemotherapy  or  blood 
transfusions  in  our  proposed  list  of 
nonsurgical  extended  duration 
therapeutic  services  because  we 
believed  that  these  services  would 
require  the  physician’s  or  nonphysician 
practitioner’s  recurrent  physical 
presence  in  order  to  evaluate  the 
patient’s  condition  in  the  event  it  is 
necessary  to  redirect  the  service. 

We  included  observation  services  on 
the  proposed  list  of  nonsurgical 
extended  duration  services.  In  Section 
20.6  of  Chapter  2  of  the  Medicare 
Benefit  Policy  Manual  (Pub.  100-02), 
w^e  define  obser\'ation  care  as  “a  well- 
defined  set  of  specific,  clinically 
appropriate  services,  which  include 
ongoing  short  term  treatment, 
assessment,  and  reassessment  before  a 
decision  can  be  made  regarding  whether 


patients  will  require  further  treatment  as 
hospital  inpatients  or  if  they  are  able  to 
be  discharged  from  the  hospital.” 
Therefore,  the  acuity  of  patients 
receiving  observation  services  and  the 
amount  of  recurrent  supervisory  review 
that  may  be  necessary  for  these  services 
can  vary  significantly.  Observation 
services  can  be  of  low  acuity  and  can 
have  a  low  probability  that  the 
supervising  physician  or  nonphysician 
practitioner’s  physical  presence  would 
be  needed  to  step  in  and  perform  the 
service  or  otherwise  furnish  assistance. 
We  noted  in  Section  290.5.1  of  Chapter 
4  of  the  Medicare  Claims  Processing 
Manual  (Pub.  No  100-04)  that,  among 
other  requirements  for  observ'ation 
services,  “(a)  the  beneficiary  must  be  in 
the  care  of  a  physician  during  the  period 
of  observation,  as  documented  in  the 
medical  record  by  outpatient 
registration,  discharge,  and  other 
appropriate  progress  notes  that  are 
timed,  written,  and  signed  by  the 
physician,”  and  “(b)  the  medical  record 
must  include  documentation  that  the 
physician  explicitly  assessed  patient 
risk  to  determine  that  the  beneficiary 
would  benefit  from  observation  care.” 

We  stated  that  we  would  continue  to 
expect  hospitals  and  CAHs  to  fulfill 
these  specific  requirements  associated 
with  observation  care,  so  the 
supervising  physician  or  appropriate 
nonphysician  practitioner  must 
continue  to  evaluate  the  patient 
periodically  and  include  written  notes 
in  the  medical  record. 

In  crafting  our  policy  for  nonsurgical 
extended  duration  therapeutic  services, 
w'e  considered  other  avenues  to  offer 
flexibility  within  our  requirement  for 
direct  supervision.  We  considered  and 
presented  the  following  alternatives  in 
the  proposed  rule  in  order  to  focus 
public  comments  and  generate  sufficient 
detail  to  assist  us  in  developing  the  final 
policy.  Although  we  reconsidered  these 
alternatives  for  this  final  rule,  ultimately 
we  did  not  adopt  either  of  them. 

In  addition  to  considering  the 
proposed  policy  to  permit  general 
supervision  after  an  initial  period  of 
direct  super\dsion  for  a  limited  subset  of 
services,  we  also  considered  offering 
hospitals  the  flexibility  to  broaden  the 
list  to  include  chemotherapy  and  blood 
transfusions,  which  some  stakeholders 
also  maintain  do'  not  require  direct 
supervision.  Because  we  were 
concerned  that  these  services  had  a  high 
probability  of  needing  a  physician  or 
nonphysician  practitioner  to  redirect  the 
service,  we  reasoned  that  under  this 
option,  we  would  have  to  require 
hospitals  to  create  internal  guidelines 
specifying  a  supervision  level  and 
protocols  for  staffing  that  supervision 


level  for  every  nonsurgical  extended 
duration  therapeutic  service.  We 
considered  proposing  minimum 
requirements  for  these  internal 
supervision  guidelines,  including 
annual  review  and  approval  by  a 
governing  committee,  periodic  internal 
evaluation  of  implementation,  and  the 
ability  to  make  these  guidelines 
available  to  Medicare  program  auditors 
if  requested.  Further,  these  guidelines 
would  be  reviewed  thoroughly  by  CMS 
should  a  quality  issue  arise.  We  did  not 
propose  this  policy  because  we  believe 
that  an  independent  entity  should 
evaluate  services  such  as  chemotherapy 
administration  and  blood  transfusion  to 
determine  whether  or  not  general 
supervision  is  appropriate  and  safe.  In 
our  deliberations  on  policies  for  the 
final  rule,  we  were  concerned  that  this 
policy  would  not  address  many 
concerns  that  were  brought  to  our 
attention  by  the  rural  hospital 
community  (shorter  duration  services 
and  supervision  from  locations  in  close 
proximity  to  the  hospital).  We  also 
rejected  this  alternative  because  a 
variable  standard  of  supervision  could 
be  administratively  difficult  for  us  to 
audit  and  evaluate. 

We  also  considered  whether  for 
payment  purposes  we  should  explicitly 
or  implicitly  exclude  outpatient 
therapeutic  services  provided  in  CAHs 
from  the  requirements  for  direct 
supervision.  We  considered  limiting 
CAHs  to  their  CoPs,  which  in  effect  only 
require  them  to  operate  under  general 
supervision.  As  we  stated  in  the 
proposed  rule,  we  believe  there  are 
strong  grounds  for  applying  the  same 
supervision  requirements  to  CAHs  as  to 
all  other  hospital  types.  One  of  our 
grounds  for  applying  the  direct 
supervision  requirement  to  CAHs  is  that 
outpatient  hospital  services  are 
furnished  “incident  to”  physicians’ 
services,  and  we  believe  that  the 
incident  to  rules  apply  equally  to 
critical  access  and  other  types  of 
hospitals.  Outpatient  hospital  ser\dces 
are  furnished  “incident  to”  physicians’ 
services  under  section  1861(s)(2)(B)  of 
the  Act  and  are  paid  under  the  OPPS  in 
accordance  with  section  1833(t)  of  the 
Act.  In  contrast,  “outpatient  critical 
access  hospital  services”  are  defined 
under  section  1861(mm)(3)  of  the  Act, 
and  CAHs  are  reimbursed  for  outpatient 
CAH  services  based  on  their  reasonable 
costs  pursuant  to  section  1834(g)  of  the 
Act.  We  believe  that  outpatient  CAH 
services  are  correctly  viewed  as  being 
furnished  “incident  to”  physicians’ 
services.  Section  1861(mm)(3)  of  the  Act 
defines  “outpatient  critical  access 
hospital  services”  as  “medical  and  other 
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health  services  furnished  by  a  critical 
access  hospital  on  an  outpatient  basis.” 
The  term  “medical  and  other  health 
services”  is  defined  at  section  1861(s)  of 
the  Act  as  including  “hospital  services 
*  *  *  incident  to  physicians’  services 
rendered  to  outpatients.”  Furthermore, 
the  same  considerations  regarding  the 
need  to  ensure  that  services  furnished  to 
Medicare  beneficiaries  represent  a  basic 
level  of  quality  and  safety  that  apply  to 
outpatient  hospital  services  are  equally 
applicable  to  outpatient  CAH  services. 

As  a  result,  we  believe  it  is  appropriate 
to  apply  the  same  supervision 
requirements  to  outpatient  therapeutic 
services  furnished  in  hospitals  and 
CAHs. 

We  acknowledge  that  statutory 
provisions  allow  CAHs  some  flexibility 
in  their  staffing  requirements  to  operate 
with  more  nursing  staff  and 
nonphysician  practitioners  rather  than 
physicians  if  those  are  the  practitioners 
that  are  available,  and  that  our 
regulations  recognize  those  reduced 
staffing  requirerhents  in  the  CoPs  by 
establishing  that,  at  a  minimum,  the 
physician  or  nonphysician  practitioner 
must  be  available  within  30  minutes  of 
an  emergency.  However,  as  discussed 
above,  we  believe  that  CAHs  are  subject 
to  payment  rules  independent  of  their 
CoPs.  Moreover,  some  have  suggested 
that  the  regulations  which  establish 
only  minimal  requirements  reduce  the 
quality  and  safety  of  CAH  services  and 
that  CAHs  should  be  required  to 
disclose  their  reduced  staffing  levels  to* 
patients  prior  to  providing  services.  We 
elected  not  to  limit  the  CAHs  to  their 
conditions  of  participation  or  to  exclude 
them  from  direct  supervision 
requirements^  because  we  believe  that 
Medicare  should  purchase  outpatient 
services  from  CAHs  and  other  hospitals 
that  are  of  the  same  basic  level  of  safety 
and  quality.  Also,  we  believe  that  both 
small  rural  hospitals  paid  under  the 
OPPS  through  section  1833(t)  ,of  the  Act 
and  CAHs  paid  at  reasonable  cost  under 
section  1834(g)  of  the  Act  have  similar 
staffing  and  resource  constraints.  In  fact^ 
given  that  CAHs  are  reimbursed  based 
on  their  reasonable  costs,  in  our 
proposal  we  reasoned  that  CAHs  might 
be  better  able  than  small  rural  PPS 
hospitals  to  hire  staff  to  provide  direct 
supervision  and  we  did  not  receive 
comments  as  to  why  this  would  not  be 
the  case. 

Comment:  Many  commenters  asserted 
that  there  is  no  evidence  of 
compromised  quality  of  care  or  patient 
safety  that  justifies  the  new  and 
burdensome  change  in  supervision 
rules,  and  that  commenters  know  of  no 
adverse  events  that  have  necessitated  a 
change  in  CMS’  supervision  policies 


from  general  supervision  to  direct 
supervision.  One  commenter  suggested 
that  CMS  commission  an  outcomes 
study  to  measure  a  need  for  direct 
supervision  compared  to  general 
supervision  in  the  hospital  outpatient 
department.  Many  commenters 
requested  that  CMS  continue  to  study 
potential  negative  effects  of  enforcing  its 
requirement  for  direct  supervision  and 
that  CMS  extend  the  notice  indicating 
that  it  will  not  enforce  the  rules  for 
supervision  of  hospital  outpatient 
therapeutic  procedures  furnished  in 
CAHs  through  CY  2011.  Commenters 
aleo  requested  that  CMS  expand- its 
decision  not  to  enforce  the  requirement  ' 
for  direct  supervision  of  therapeutic 
outpatient  services  in  CAHs  to  other 
small  and  rural  hospitals  that  are  paid 
under  the  OPPS  and  are  located  in  areas 
experiencing  workforce  shortages. 

Several  commenters  asserted  that  the 
Act  does  not  prescribe  a  specific  level 
of  supervision  for  “incident  to” 
physician’s  services.  These  commenters 
believed  that  CMS  has  discretion  to 
select  an  appropriate  level  of  * 
supervision  for  hospital  outpatient 
“incident  to”  physician’s  services  other 
than  direct  supervision  and  that  the 
requirement  for  direct  supervision  of 
incident  to  physician  services  is 
technologically  outdated.  They 
requested  that  CMS  depart  from  its 
historic  interpretation  of  the  incident  to 
provision  by  allowing  general 
supervision  for  those  services.  They 
commented  that,  for  some  low-risk  and 
low-complexity  services,  a  physician 
■does  not  need  to  be  physically  present. 
Many  commenters  requested  that  CMS 
set  the  minimum  standard  as  general 
supervision  for  all  services  and  allow 
individual  facilities  to  establish  other 
supervision  levels  for  certain  services  at 
their  discretion.  Many  commenters  also 
requested  that  CMS  establish  an 
independent  panel  representative  of 
geographic  areas,  particularly  rural 
areas,  and  provider  types  to  identify  the 
appropriate  supervision  level  for 
individual  services. 

Response:  Our  supervision  policy  is 
designed  to  preserve  both  quality  and 
safety  of  purchased  hospital  outpatient 
services  for  Medicare  beneficiaries. 
While  our  recent  attention  to 
supervision  is  not  being  informed  by  a 
specific  quality  event,  we  received  a 
substantial  number  of  inquiries  from 
Stakeholders  prior  to  2009  leading  us  to 
believe  that  hospitals  were  practicing 
general  supervision  or  no  supervision  in 
the  provision  of  services  that  are  paid 
“incident  to”  physician’s  services  in  the 
outpatient  setting  and  for  which  we  had 
"  established  a  policy  of  direct 
supervision.  While  literature  or  clinical 


opinions  may  exist  on  the  risk  of 
adverse  outcomes  and  susceptibility  to 
medical  error  associated  with  the 
provision  of  specific  hospital  outpatient 
procedures  when  a  physician  is  not 
present,  we  do  not  know  of  any  analyses 
that  have  directly  examined  levels  of 
supervision  and  patient  outcomes  in  the 
hospital  outpatient  setting.  This  may  be 
an  area  for  future  study. 

We  disagree  with  commenters  that 
our  requirement  for  direct  supervision  is 
new  or  a  change  from  previous  policy, 
and  appreciate  that  several  commenters 
acknowledge  that  CMS’  requirement  for 
direct  supervision  of  hospital  outpatient 
services  is  not  new.  One  of  our 
longstanding  interpretations  of  the 
statutory  authorization  for  hospital 
services  “incident  to”  physicians’ 
services  under  section  1861(s)(2)(B)  of 
the  Act  is  that  these  services  should  be 
provided  under  direct  supervision.  As 
we  have  already  djscussed,  we  clearly 
stated  in  the  CY  2000  final  rule  our 
regulatory  requirement  for  direct 
supervision  in  the  off-campus  PBD  and 
our  presumption  that  the  requirement 
for  direct  supervision  would  be  met  in 
the  hospital. 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60580),  we 
noted  that,  prior  to  2000,  we  already 
required  hospitals  to  meet  a  direct 
supervision  of  “incident  to”  services 
requirement  for  outpatient  therapeutic 
services.  That  is,  we  required  that 
hospital  services  and  supplies  furnished 
to  outpatients  that  are  incident  to 
physicians’  services  “must  be  furnished 
on  a  physician’s  order  by  hospital 
personnel  and  under  a  physician’s 
supervision”  (Section  3112.4  of  the 
Medicare  Intermediary  Manual).  In 
longstanding  manual  guidance,  we  have 
expressed  our  historical  belief  that 
direct  supervision  is  required  for 
hospital  outpatient  therapeutic  services, 
and  we  have  suggested  that  this 
requirement  stems  from  the  “incident 
to”  nature  of  those  services.  We  have 
stated  in  the  Medicare  Benefit  Policy 
Manual  (Pub.  No.  100-02),  Chapter  6, 
Section  20.5.2  (revised  May  28.  2010) 
and  previously  discussed  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60576)  that  we 
require  direct  supervision  for  the 
provision  of  therapeutic  services  to 
hospital  outpatients:  “Therapeutic 
services  and  supplies  which  hospitals 
provide  on  an  outpatient  basis  are  those 
services  and  supplies  (including  the  use 
of  hospital  facilities)  which  are  incident 
to  the  services  of  physicians  and 
practitioners  in  the  treatment  of  patients 
*  *  *  The  services  and  supplies  must 
be  furnished  under  the  order  of  a 
physician  or  other  practitioner 
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practicing  within  the  extent  of  the  Act, 
the  Code  of  Federal  Regulations,  and 
State  law,  and  furnished  by  hospital 
personnel  under  the  direct  supervision 
of  a  physician  or  nonphysician 
practitioner  as  defined  at  42  CFR 
410.27(f)  and  482.12.  This  does  not 
mean  that  each  occasion  of  service  by  a 
nonphysician  need  also  be  the  occasion 
of  the  actual  rendition  of  a  personal 
professional  service  by  the  physician 
responsible  for  care  of  the  patient. 
However,  during  any  course  of 
treatment  rendered  by  auxiliary 
personnel,  the  physician  must 
personally  see  the  patient  periodically 
and  sufficiently  often  to  assess  the 
course  of  treatment  and  the  patient’s 
progress  and,  where  necessary,  to 
change  the  treatment  regimen.  A 
hospital  service  or  supply  would  not  be 
considered  incident  to  a  physician’s 
service  if  the  attending  physician 
merely  wrote  an  order  for  the  services 
or  supplies  and  referred  the  patient  to 
the  hospital  without  being  involved  in 
the  management  of  that  course  of 
treatment.” 

With  respect  to  whether  CMS  has  the 
authority  to  recognize  a  supervision 
level  other  than  direct  supervision  for 
payment  of  “incident  to”  physician’s 
services  under  section  1861(s)(2)(B)  of 
the  Act,  we  agree  that  the  statute  does 
not  explicitly  mandate  direct 
supervision,  but  we  continue  to  believe 
that  direct  supervision  is  the  most 
appropriate  level  of  supervision  for 
most  hospital  outpatient  services  that 
are  authorized  for  payment  “incident  to” 
physician's  services.  While  we  believe 
that  the  “incident  to”  authorization 
permits  us  to  recognize  specific 
circumstances  appropriate  for  general 
supervision,  such  as  we  proposed  for 
extended  duration  services,  we  also 
believe  that  our  historical  interpretation 
of  section  1861(s)(2){B)  of  the  Act, 
specifically,  that  these  services  are 
furnished  under  the  order  of  a  physician 
(or  nonphysician  practitioner),  the 
physician  is  involved  in  the 
management  of  the  patient,  and  the 
physician  supervises  the  provision  of 
those  services  whun  he  or  she  does  not 
provide  them  directly,  is  reflected  in  a 
requirement  for  direct  supervision. 
Therefore,  we  do  not  believe  it  is 
appropriate  to  authorize  payment  for 
“incident  to”  services  to  hospitals  with 
a  default  supervision  level  of  “general” 
for  all  services.  In  our  proposed  rule,  we 
focused  on  extended  duration  services 
both  because  CAHs  and  small  rural 
hospitals  had  identified  these  services 
as  a  primary  source  of  their  difficulty  in 
complying  with  our  requirement  for 
direct  supervision  and  because  we 


agreed  that  the  monitoring  and  low  risk 
attributes  of  the  services  did  not 
necessarily  dictate  direct  supervision  for 
the  entire  performance  of  those  services. 
We  also  believed  that  our  requirements 
for  “incident  to”  services  (that  the 
physician  be  involved  in  the 
management  of  the  patient  and  that  the 
services  be  provided  under  the 
physician’s  supervision)  would  be  met 
when  a  period  of  general  supervision 
followed  a  period  of  direct  supervision 
for  the  initiation  of  the  service. 

Comment:  In  addition  to  our  proposed 
list  of  nonsurgical  extended  duration 
services  (which  we  are  finalizing  for  this 
CY  2011  final  rule  with  comment  period 
and  discuss  in  greater  detail  later  in  this 
section),  commenters  requested  that 
CMS  recognize  general  supervision  for 
many  additional  services  that  they 
considered  to  be  of  low  risk  and  low 
complexity,  such  as  minor  surgical 
procedures,  immunization 
administration,  minor  wound 
debridement,  group  psychotherapy, 
sleep  laboratory  services,  and  patient- 
controlled  anesthesia  pumps.  One 
commenter  indicated  that  the 
organization  he  represents  had 
convened  a  physician  panel  to  assess 
appropriate  supervision  levels  of 
outpatient  services  and  that  the  panel 
found  160  services  eligible  for  general 
supervision  based  on  a  low  physician 
work  RVU.  Commenters  argued  that 
technology  has  reduced  the  risk  of 
needing  a  physician  or  nonphysician 
practitioner  to  furnish  assistance  and 
direction  during  some  services.  , 

Response:  We  agree  with  commenters 
that  there  may  be  some  outpatient 
services  that  could  be  identified  as 
appropriate  for  general  supervision 
among  these  and  other  identified 
services.  However,  we  are  not  confident 
that  stakeholders  would  necessarily 
agree  with  our  assessment  of 
appropriate  supervision  levels  and  we 
observed  through  our  review  of 
comments  that  stakeholders  did  not 
always  agree  among  themselves  about 
the  appropriate  supervision  level  for 
any  given  service.  For  example,  we 
received  numerous  requests  from  CAHs 
and  small  rural  hospitals  that  we 
recognize  ’olood  transfusions  and 
chemotherapy  administration  for 
general  supervision,  arguing  that 
protocols  were  in  place  to  handle 
changes  in  treatment  or  emergency 
situations.  However,  we  also  received 
opposing  comments  indicating  that 
chemotherapy  should  nut  be  provided 
without  direct  supervision.  We  note  that 
many  of  the  chemotherapy 
administration  HCPCS  codes,  like  many 
services,  have  physician  work  relative 
value  units  associated  with  them. 


suggesting  that  the  physician  typically 
would  be  involved  in  the  provision  of  • 
these  services. 

In  light  of  heightened  stakeholder 
interest  in  supervision  requirements, 
CMS’  continuing  goal  of  purchasing 
safe,  quality  services  that  are  provided 
“incident  to”  a  physician’s  service;  and 
potential  disagreement  among 
commenters  regarding  appropriate 
levels  of  supervision,  we  agree  with 
commenters  that  there  should  be  a 
mechanism  for  independent 
consideration  of  the  most  appropriate 
supervision  level  for  individual 
therapeutic  services  to  ensure  that  CMS 
purchases  safe,  quality  outpatient  care. 
Accordingly,  while  we  are  maintaining 
our  policy  that,  in  general,  direct 
supervision  is  required  for  all  outpatient 
therapeutic  services,  we  will  estahlish  a 
process  that  provides  for  independent 
evaluation  of  the  appropriate  level  of 
supervision  for  specific  therapeutic 
services.  We  note  that  in  considering  the 
appropriate  level  of  supervision  for 
individual  services,  we  may  find  that  a 
higher  level  of  supervision,  (personal 
supervision)  is  appropriate  for  certain 
services,  as  well  as  finding  that  general 
supervision  is  appropriate  for  some 
services. 

Therefore,  in  the  CY  2012  OPPS 
rulemaking  cycle,  we  will  propose  to 
establish  an  independent  review  process 
that  will  allow  for  an  assessment  of  the 
appropriate  supervision  levels  for 
individual  hospital  outpatient 
therapeutic  services.  At  this  point,  we 
believe  this  process  should  include  a 
committee  with  representation  of  many 
types  of  providers  including  rural 
providers,  and  that  it  should  include  a 
time  frame  for  submitting  requests  for 
the  assessment  of  individual  services 
and  considering  potential  changes, 
criteria  for  evaluating  each  service,  and 
a  means  for  documenting  recommended 
supervision  levels.  We  are  considering 
the  possibility  of  using  CMS’  Federal 
Advisory  Panel  on  Ambulatory 
Classification  Groups  (the  APC  Panel)  as 
the  independent  technical  committee 
that  would  review  requests  for 
consideration  of  supervision  levels 
other  than  direct  for  individual  services 
and  make  recommendations  to  CMS 
regarding  the  appropriate  levels. 

[b  Up  .-//mvvv.  cms.gov/ FA  CAf 
05  _Advisor}'Panelon  Ambulatory 
PaymentClassificationGronps.asp).  As 
described  previously  in  this  final  rule 
with  comment  period,  the  APC  Panel  is 
chartered  by  statute  and  consists  of  up 
to  15  members,  selecfed  by  the  HHS 
Secretary  or  CMS  Administrator,  who 
are  full-time  employees  of  hospitals  and 
*  other  Medicare  providers  paid  under  the 
OPPS.  The  Panel  members  are 
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representative  of  various  geographic 
areas  (rural  and  urban)  and  hospital 
professions  (administration  and 
clinical).  We  request  comriients 
regarding  other  potential  entities  that 
may  serve  as  a  technical  panel  to 
consider  supervision  levels  for 
individual  services.  We  also  request 
comments  on  how  this  independent 
review  process  for  an  alternative  level  of 
supervision  might  work,  and  on 
potential  criteria  for  evaluating  a  service 
for  the  appropriate  level  of  supervision. 

Because  we  believe  that  it  would  be 
best  to  develop  such  a  process  through 
notice  and  comment  rulemaking,  for  CY 
2011,  we  are  extending  our  decision  not 
to  enforce  the  requirement  for  direct 
supervision  of  therapeutic  services 
provided  to  CAH  outpatients.  As  we 
stated  in  our  proposed  rule  (75  FR 
46309),  we  remain  concerned  about 
establishing  policies  that  apply  only  to 
CAHs,  because  that  small  and  rural  PPS 
hospitals  experience  similar  resource 
constraints.  Therefore,  for  CY  2011  we 
are  expanding  the  scope  of  our  decision 
not  to  enforce  the  requirement  for  direct 
supervision  of  therapeutic  services  to 
include  small  rural  hospitals  having  100 
or  fewer  beds.  For  purposes  of  this 
provision,  we  are  using  the  same 
definition  of  small  rural  hospitals  as 
Congress  recognizes  for  Transitional 
Outpatient  Payments  (TOPs)  under 
section  1833(tj(7)  of  the  Act.  Our 
decision  not  to  enforce  the  requirement 
for  direct  supervision  of  therapeutic 
outpatient  services  applies  to  rural 
hospitals  with  100  or  fewer  beds  for  CY 
2011.  As  we  do  for  TOPs,  we  will 
consider  hospitals  to  be  rural  if  they  are 
either  geographically  located  in  a  rural 
area  or  are  paid  through  the  OPPS  with 
a  wage  index  for  a  rural  area  (section  70, 
Chapter  4,  of  the  Medicare  Claims 
Processing  Manual  (Pub.  100-04)). 

Comment:  Several  commenters  stated 
that  the  requirement  for  the  supervisory 
practitioner  to  have  hospital  privileges 
and  State  licensure  to  perform  the 
services  they  are  supervising  translates 
into  requiring  licensure  in  the  same 
specialty  as  tho.se  services.  One  hospital 
expressed  concern  about  the  language 
regarding  “hospital  privileges,”  stating 
that  it  forced  hospitals  to  modify  their 
bylaws  and  privileging  documents  to 
assure  that  a  large  majority  of  their 
medical  staff  could  supervise.  TJiey 
stated  that,  in  the  past,  supervision  was 
carried  out  based  on  “scope  of  practice” 
and  that  CMS’  new  language  regarding 
privileges  presents  new  requirements. 

Response:  We  do  not  believe  that  we 
have  made  substantive  changes  to  the 
requirements  regarding  the  supervisory 
practitioner’s  ability  to  perform  services 
that  he  or  she  is  supervising  since  we 


issued  the  first  supervision  rules  in  CY 
2000.  In  the  CY  2000  regulation  text 
requiring  direct  supervision  for 
therapeutic  outpatient  services  in  a 
PBD,  we  required  that  the  supervisory 
physician  be  immediately  available  to 
furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure.  In  order  to  furnish  assistance 
and  direction,  we  believe  that  a 
physician  would  have  to  be  State 
licensed  and  possess  hospital  privileges 
to  perform  that  procedure.  As  the 
commenter  noted,  in  our  CY  2010 
OPPS/ASC  final  rule  with  comment 
period,  we  elaborated  on  this 
requirement  when  we  stated  that  the 
supervisory  practitioner  “must  have, 
within  his  or  her  State  scope  of  practice 
and  hospital-granted  privileges,  the 
ability  to  perform  the  service  or 
procedure”  that  he  or  she  is  supervising 
(74  FR  60580). 

However,  we  also  have  stated  since 
2000  that,  in  many  circumstances,  we 
believe  that  the  supervising  physician 
can  furnish  assistance  and  direction 
within  their  State  scope  of  practice  and 
hospital  granted  privileges  without 
being  of  the  same  specialty  as  the 
service  that  is  being  performed  (65  I’R 
18525).  For  example,  we  believe  that 
blood  transfusions  do  not  require 
supervision  by  a  hematologist  and  that 
an  internist  would  typically  po.ssess 
hospital  privileges  and  State  licensure 
to  provide  and  to  supervise  blood 
transfusion  services.  On  the  other  hand, 
we  have  been  clear  that  we  require  the 
supervisory  practitioner  to  be 
.  knowledgeable  enough  about  the  service 
to  be  able  to  furnish  assistance  and 
direction,  and  not  merely  manage  an 
emergency.  Therefore,  not  all 
practitioners  are  qualified  to  supervise 
services  of  any  .specialty.  Nonetheless, 
for  many  common  OPPS  services,  we 
believe  that  hospitals  can  adju.st  their 
bylaws  and  privileging  standards 
sufficiently  to  cover  practitioners  whom 
they  wish  to  act  in  a  supervisory 
capacity. 

Comment;  Commenters  requested  that 
CMS  redefine  direct  supervision  to 
broaden  the  definition  of  “immediate 
availability”  and  to  allow  the 
supervisory  practitioner  to  be  located  in 
areas  that  are  in  close  proximity  to  the 
hospital  or  PBD,  but  not  on  the  hospital 
canipus  (or  nonhospital  space  on  the 
hospital  campus)  or  in  the  PBD.  With 
regard  to  “immediate  availability,”  some 
commenters  stated  that',  in  many  cases, 
the  requirement  to  be  immediately 
available  (which  we  have  described  as 
physically  present,  interruptible,  and 
able  to  furnish  assistance  and  direction 
throughout  the  performance  of  the 
service)  negates  any  benefit  of  allowing 


the  supervisory  practitioner  to  be 
present  anywhere  on  campus.  As 
discussed  above,  the  commenters  noted 
that  the  requirement  to  be  “immediately 
available”  in  CMS’  current  definition  of 
direct  supervision  in  the  hospital 
actually  determines  how  far  away  the 
supervisory  practitioner  can  be  located 
because  he  or  she  must  use  their 
discretion  to  decide  where  they  can  be 
physically  located  within  the  hospital 
campus,  given  other  activities  they  may 
be  involved  in  and  the  amount  of  time 
it  would  take  to  reach  the  hospital 
nursing  and  auxiliary  staff  that  he  or  she 
is  supervising.  Commenters  stated  that, 
practically  speaking,  emergency  room 
physicians  or  nonphysician 
practitioners  cannot  supervise  because 
they  would  not  be  interruptible  if  they 
were  engaged  in  any  other  activity.  With 
regard  to  being  on  the  hospital  campus 
or  in  the  PBD,  commenters  indicated 
that  there  are  many  locations  that  would 
allow  a  physician  to  he  immediately 
available  that  are  not  on  the  hospital 
campus  or  in  the  PBD.  Specifically, 
commenters  provided  personal 
situations  where  a  physician  office  or 
clinic  is  locxited  in  buildings  adjacent  to 
a  PBD  or  hospital  campus.  Commenters 
noted  that  many  of  these  locations  are 
closer  to  the  site  of  service  than  are 
parts  of  the  hospital  campus.  In  a 
similar  case,  a  practitioner  may  perform 
services  in  two  adjacent  clinics  within 
a  single  building,  but  one  clinic  is 
provider  based  and  the  other  is  not.  We 
have  received  requests  during  the 
normal  course  of  the  year  as  well  in 
public  comments  to  our  proposed  rule 
requesting  that  we  allow  supervision 
from  both  locations. 

Commenters  also  indicated  that  many 
CAHs  and  small  or  rural  PPS  hospitals 
have  particular  difficulty  staffing  a 
hospital  in  the  situation  where  a 
primary  care  physician  directly  refers  a 
patient  after  normal  business  hours  for 
chemotherapy,  drug  administration, 
hydration,  observation  or  other  services 
from  their  office  or  from  on-call  in  a 
location  that  is  very  close  to  the  hospital 
campus  but  not  on  the  campus.  In 
general,  these  commenters  believed  that 
requiring  any  physician  or 
nonphysician  practitioner  to  be 
available  is  excessively  burdensome  and 
difficult  to  staff  if  there  is  no  other 
activity  to  occupy  the  physician  in  the 
hospital.  In  addition,  several 
commenters  requested  that  CMS 
redefine  direct  supervision  or  , 

immediate  availability  to  allow  for 
availability  in  ways  other  than 
appearing  in  person,  and  asked  that 
CMS  consider  availability  using 
technological  advances  in  telemedicine 
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and  other  remote  mechanisms. 
Commenters  also  requested  that  CMS 
consider  redefining  direct  supervision 
to  allow  the  supervising  physician  to  be 
in  close  proximity  to  the  department  or. 
hospital. 

Response:  Having  carefully 
considered  the  comments  regarding  the 
challenges  to  providing  direct 
supervision  created  by  our  requirement 
that  the  physician  or  nonphysician 
practitioner  be  either  “in  the  hospital  or 
.CAH”  or  “in  the  provider  based 
department,”  we  are  revising  our 
definition  of  direct  supervision  for 
hospital  outpatient  therapeutic  services 
in  §410.27{a){l){iv)(A)  and  (B)  to 
remove  the  reference  to  “on  the  same 
campus”  or  “in  the  off-campus  provider- 
based  department  of  the  hospital”  and 
we  are  removing  our  definition  of  “in 
the  hospital  or  CAH”  provided  under 
§  410.27(g)  entirely.  The  definition  of 
direct  supervision  will  be  revised 
simply  to  require  immediate 
availability,  meaning  physically  present, 
interruptible,  and  able  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure  but 
without  reference  to  any  particular 
physical  boundary.  Since  the  new 
definition  will  now  apply  equally  in  the 
hospital  or  in  on-campus  or  off-campus 
PBDs,  we  are  removing  paragraphs 
(a)(l)(iv)(A)  and  (B)  of  §410.27 
altogether.  The  new  definition  of  direct 
supervision  under  §410.27(a)(l)(iv)  will 
now  state.  “For  services  furnished  in  the 
hospital  or  CAH  or  in  an  outpatient 
department  of  the  hospital  or  CAH,  both 
on-  and  off-campus,  as  defined  in 
section  413.65  of  this  subchapter,  ‘direct 
supervision’  means  that  the  physician  or 
nonphysician  practitioner  must  be 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure.  It  does 
not  mean  that  the  physician  or 
nonphysician  practitioner  must  be 
present  in  the  room  when  the  procedure 
is  performed.  For  pulmonary 
rehabilitation,  cardiac  rehabilitation, 
and  intensive  cardiac  rehabilitation 
services,  direct  supervision  must  be 
furnished  by  a  doctor  or  medicine  or 
osteopathy  as  specified  in  §§410.47  and 
410.49,  respectively.”  This  new 
definition  of  direct  supervision  will 
apply  to  hospitals  and  CAHs  equally 
beginning  inCY  2011.  However,  as 
already  discussed,  we  are  extending  our 
notice  of  nonenforcement  to  CAHs  and 
small  rural  hospitals  with  100  or  fewer 
beds  through  CY  2011.  For  purposes  of 
this  provision,  we  are  using  the  same 
definition  of  small  rural  hospitals  as 
Congress  recognizes  for  TOPs  under 
section  1833(t)(7)  of  the  Act.  Our 


decision  not  to  enforce  the  requirement 
for  direct  supervision  of  therapeutic 
outpatient  services  applies  to  rural 
hospitals  with  100  or  fewer  beds  for  CY 
2011.  As  we  do  for  TOPs,  we  will 
consider  hospitals  to  be  rural  if  they  are 
either  geographically  located  in  a  rural 
area  or  are  paid  through  the  OPPS  with 
a  wage  index  for  a  rural  area  (Section 
70.  Chapter  4,  of  the  Medicare  Claims 
Processing  Manual  (Pub.  No.  100—04)). 

This  extension  will  allow  CAHs  and 
small  rural  hospitals  to  prepare  to  meet 
this  definition  of  direct  supervision  in 
CY  2012. 

Our  goal  in  implementing  this  policy 
is  twofold.  First,  we  wish  to  allow  for 
flexibility  in  providing  for  direct 
supervision  from  a  location  other  than 
the  hospital  campus  or  PBD  that  still 
allows  the  physician  to  be  immediately 
available  to  furnish  direction  and 
assistance.  VVe  wish  to  give  CAHs  and 
other  hospitals  more  flexibility  to  meet 
the  direct  supervision  requirement  by 
allowing  physicians  or  other 
practitioners  in  locations  that  are  close 
to  the  hospital  but  not  m  actual  hospital 
space  to  directly  supervise  services  that 
are  within  their  State  scope  of  practice 
and  hospital  granted  privileges,  so  long 
as  these  individuals  remain  ' 
immediately  available.  This  policy  also 
allows  supervision  from  any  location 
within  a  building  off-campus  that 
houses  multiple  PBDs  of  a  hospital  as 
long  as  the  supervising  practitioner  is 
immediately  available,  rather  than 
requiring  a  supervising  practitioner  to 
be  located  within  each  PBD  in  that 
building. 

VVe  note,  however,  that  we  are  not 
relaxing  the  requirement  that,  for  direct 
supervision,  the  supervisory  physician 
or  nonphysician  practitioner  must  be 
immediately  available,  meaning  that  the 
supervisory  practitioner  must  be 
physically  present  and  interruptible.  We 
wish  to  emphasize  that  once  we  remove 
reference  to  “in  the  hospital”  or  “in  the 
provider  based  department,”  we 
continue  to  expect  the  supervisory 
practitioner  to  be  physically  present  for 
the  services  he  or  she  is  supervising.  As 
in  the  past,  we  are  not  defining 
immediate  availability  in  terms  of  time 
or  distance.  We  believe  that  removing 
specific  boundaries  provides  reasonable 
flexibility  but  also  holds  the  practitioner 
accountable  for  determining,  in 
individual  circumstances,  how  to  be 
physically  and  immediately  available 
when  supervising  services  provided 
“incident  to”  a  physician’s  service  in  the 
outpatient  setting. 

Although  commenters  again  requested 
this  year  that  we  revise  our  definition  of 
immediately  available  to  recognize 
availability  by  telephone  or  modes  other 


than  in  person,  we  believe  that  the 
requirement  for  physical  presence 
distinguishes  direct  supervision  from 
general  supervision.  Granting  these 
requests  would  amount  to  revising  the 
definition  of  direct  supervision  to  be,  for 
all  intents  and  purposes,  general 
supervision.  Section  410.32(b)(3)(i)  of 
the  regulations  defines  general 
supervision  to  mean  that  “the  procedure 
is  furnished  under  the  physician’s 
overall  direction  and  control,  but  the 
physician’s  presence  is  not  required 
during  the  performance  of  the 
procedure.”  Rather  than  further  modify 
the  definition  of  direct  supervision  to 
accommodate  more  flexibility  in  the 
definition  of  immediately  available,  as 
discussed  above,  we  intend  to  establish 
an  independent  review  process  to  assess 
the  appropriate  supervision  levels  for 
specific  .services.  We  are  retaining  all 
other  current  requirements  for  direct 
supervision  such  as  clinical 
appropriateness  of  the  supervisor  and 
an  ability  to  step  in  and  perform  as  we 
discuss  in  Section  20.5.2,  Chapter  6,  of 
the  Medicare  Benefit  Poliev  Manual 
(Pub.  No.  100-02). 

With  respect  to  telecommunication, 
we  note  that  direct  supervision  requires 
the  ability  to  be  physically  present 
immediately,  and  to  be  able  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure  (74  FR 
60580).  We  do  not  see  how  a 
practitioner  who  is  only  remotely 
available  by  phone  pr  other  means  of 
telecommunication  could  fulfill  these 
requirements  and,  therefore,  we  do  not 
consider  availability  by  means  of 
telecommunication  to  be  an  acceptable 
means  of  providing  direct  supervision. 
However,  this  i.ssue  might  potentially  be 
considered  by  the  independent  panel  in 
future  years. 

Comment:  Several  commenters  asked 
CMS  to  continue  to  allow  nurse 
practitioners  and  physician  assistants  to 
perform  hospital  outpatient  therapeutic 
services  under  general  supervision. 

Response:  As  we  have  delineated  in 
prior  rules  (74  FR  60590  through  60591) 
and  manual  guidance  (Medicare  Benefit 
Policy  Manual  (Pub.  No.  100-02), 
Chapter  6,  Section  20.5.2),  beginning 
January  1,  2010,  in  accordance  with  42 
CFR  4io.27(a)(l)(iv),  in  addition  to 
physicians  and  clinical  p.sychologists, 
licensed  clinical  social  workers, 
physician  assistants,  nurse  practitioners, 
clinical  nurse  specialists,  and  a  certified 
nurse-midwife  may  directly  supervise 
therapeutic  services  that  they  may 
personally  furnish  in  accordance  with 
State  law  and  all  additional 
requirements,  including  those  specified 
at  42  CFR  410.71,  410.73,  410.74, 

410.75,  410.76,  and  410.77.  These 
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nonphysician  practitioners  are  specified 
at  42  CFR  410.27(f).  Under  our  current 
policy,  a  physician  assistant  may 
perform  hospital  outpatient  therapeutic 
services  under  general  supervision 
because,  in  accordance  with  §410.74,  a 
physician  assistant  must  perform 
outpatient  therapeutic  services  under 
general  supervision.  Similarly,  nurse 
practitioners  can  perform  hospital 
outpatient 'therapeutic  services  so  long 
as  they  furnish  them  “in  collaboration 
with”  a  physician  in  accordance  with 
§  410.75.  The  rules  for  provision  of 
diagnostic  services  by  nurse 
practitioners  and  physician  assistants 
are  delineated  in  Section  20.4.4  of  the 
Medicare  Benefit  Policy  Manual  and  we 
summarize  them  below  in  our 
discussion  of  supervision  of  outpatient 
diagnostic  services. 

Comment:  Commenters  made  many  of 
the  same  requests  that  were  made 
during  the  previous  rulemaking  period, 
specifically  that  CMS  allow  PR,  CR,  and 
ICR  services  to  be  supervised  by 
nonphysician  practitioners. 

Commenters  also  requested  that  CMS 
change  the  required  level  of  supervision 
for  these  services  from  direct  to  general 
supervision.  One  commenter  stated  that 
services  provided  “off-site,”  should  not 
require  direct  supervision  because  the 
staff  is  specially  trained  and  the  patients 
are  medically  strong  enough  to 
participate  in  the  treatments.  Another 
commenter  expressed  appreciation  for 
the  clarification  in  the  proposed  rule  - 
that  the  outpatient  departments  of  CAHs 
are  a  covered  setting  for  the  provision  of 
PR,  CR,  and  ICR  services.  However,  the 
commenter  asserted  that  the  outpatient 
departments  of  hospitals,  including 
CAHs,  are  deemed  to  have  met  the 
direct  supervision  requirement  by  the 
“presumption”  language  in  section 
144(a)(2)(B)  of  Public  Law  110-275 
(MIPPA)  and  that  consequently  these 
facilities  are  not  required  to  provide 
direct  supervision. 

Response:  As  we  stated  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period,  we  do  not  believe  that 
the  statute  provides  the  flexibility  for  us 
to  permit  anyone  other  than  a  physician 
to  supervise  hospital  outpatient  PR,  CR, 
and  ICR  services  because  nonphysician 
practitioners  are  not  physicians  as 
defined  in  section  1861(r)(l)  of  the  Act. 
The  statutory  language  of  sections 
1861(eee)(2)(B)  and  (eee)(4)(A)  and 
section  1861(fff)(l)  of  the  Act  (as  added 
by  section  144(a)(1)  of  Pub.  L.  110-275) 
defines  PR,  CR,  and  ICR  programs  as 
“physician-supervised.”  More 
specifically,  section  1861(eee)(2)(B)  of 
the  Act  establishes  that,  for  PR,  CR  and 
ICR  programs,  “a  physician  is 
immediately  available  and  accessible  for 


medical  consultation  and  medical 
emergencies  at  all  times  items  and 
services  are  being  furnished  under  the 
program,  except  that,  in  the  case  of 
items  and  service  furnished  under  such 
a  program  in  a  hospital,  such 
availability  shall  be  presumed.*  *  *” 
The  text  of  the  statute  uses  the  word 
“physician”  and  does  not  include 
nonphysician  practitioners.  Also,  as  w'e 
explained  in  the  CY  2009  OPPS/ASC 
proposed  rule  and  final  rule  with 
comment  period  (73  FR  41518  through 
41519  and  73  FR  68702  through  68704, 
referencing  the  April  7,  2000  OPPS  final 
rule  (65  F)^  18525)),  the  “presumption”  , 
or  “assumption”  that  a  physician  is 
available  to  provide  direct  supervision 
means  that  direct  physician  supervision 
is  the  standard.  We  have  assumed  this 
requirement  is  met  on  hospital  premises 
(meaning  we  have  expected  that 
hospitals  are  meeting  this  requirement) 
because  staff  physicians  would  always 
be  nearby  in  the  hospital.'In  other 
words,  the  requirement  is  not  negated 
by  a  presumption  that  the  requirement 
is  being  met.  Hence,  while  we  have 
some  flexibility  to  determine  the  type  of 
practitioner  who  may  supervise  other 
hospital  outpatient  therapeutic  services, 
in  the  case  of  PR,  CR,  and  ICR  services 
specifically,  the  statutory  language  does 
not  provide  such  flexibility.  Instead,  the 
statute  imposes  strict  requirements, 
describing  the  direct  physician 
supervision  standard  for  PR,  CR,  and 
ICR  services,  and  gives  us  no  flexibility 
to  modify  the  requirement  to  allow  for 
other  supervisory  practitioners  or 
another  level  of  supervision. 
Nevertheless,  we  refer  the  commenters 
to  our  revised  definition  of  direct 
supervision,  which  requires  only  the 
supervisory  practitioner’s  immediate 
availability  rather  than  any  particular 
geographic  location  in  §410.27(a)(l)(iv) 
for  CY  2011,  and  note  that  this  new 
definition  applies  to  the  direct 
physician  supervision  of  PR,  CR,  and 
ICR  services. 

Comment:  Several  commenters 
asserted  that  registered  nurses  (RNs)  are 
board-certified  or  otherwise  qualified  to 
provide  all  necessary  supervision  of  the 
extended  duration  services  CMS 
proposed  arid  of  other  services,  for 
example,  observation,  IV  hydration, 
chemotherapy,  blood  transfusions  and 
patient-controlled  anesthesia  pumps. 
Commenters  provided  many  examples 
of  nurses  handling  initial  reactions  to 
blood  transfusions,  chemotherapy  and 
other  services  by  redirecting  the  service 
according  to  protocol  or  specialized 
knowledge  of  the  service  (for  example, 
changing  rate  of  infusion),  or  by 
referring  emergencies  to  medical 


response  or  “code”  teams.  One 
commenter  stated  that  CMS  should  add 
clinical  experience  as  a  qualification 
under  “clinical  appropriateness”  for 
direct  supervision;  the  commenter 
asserted  that  nurses  are  more  qualified 
than  physicians  to  supervise  certain 
procedures  because  they  have  more 
experience  in  performing  them. 

Response:  We  support  all  specific 
training  nurses  may  receive  to 
administer  safe  and  quality  specialized 
services,  such  as  chemotherapy,  under 
direct  supervision.  However,  we  believe 
there  is  an  important  distinction 
between  ability  and  training  to 
administer  a  service,  and  ability  to 
supervise  a  service  or  to  administer  it 
without  supervision.  The  Act 
specifically  recognizes  certain 
professionals  (nonphysician 
practitioners)  to  furnish  certain  services 
that  would  be  considered  physicians’ 
services  if  furnished  by  a  physician,  and 
we  have  recognized  that  it  is 
appropriate  to  permit  these  individuals 
to  supervise  or  to  perform  the  services 
themselves.  In  general,  nurses  are  not 
afforded  this  authority.  For  example,  we 
received  a  comment  referencing  safety 
standards  for  chemotherapy 
administration  which  supported 
specialized  training  of  nurses,  mid-level 
practitioners  or  physicians  to  administer 
chemotherapy,  but  these  standards  also 
recommended  that  either  a  mid-level 
practitioner  or  a  physician  be  on  site  at 
all  times  to  supervise  the  administration 
of  those  services.  We  emphasize  that 
Medicare’s  supervision  rules  do  not 
govern  who  may  perform  a  service. 
Rather,  they  govern  who  must  be 
available  to  furnish  assistance  and 
direction  through  the  procedure  should 
developments  require  a  change  in  the 
course  of  treatment  in  order  to  ensure  a 
therapeutic  outcome.  For  these  reasons, 
we  do  not  believe  that  RNs  should  be 
permitted  to  provide  all  necessary 
supervision  of  outpatient  therapeutic 
services. 

We  are  concerned  with  the  number  of 
comments  we  received  suggesting  that 
protocols,  processes,  and  procedures 
may  substitute  for  evaluation  by  a 
physician  or  nonphysician  practitioner 
and  orders  for  treatment.  As  previously 
stated  in  this  discussion, 
§410.27(a)(l)(ii)  of  the  regulations  states 
that  Medicare  Part  B  pays  for  hospital 
services  and  supplies  furnished  incident 
to  a  physician’s  service  to  outpatients  if 
they  are  provided  “as  an  integral  though 
incidental  part  of  physician’s  services.” 
In  addition,  we  have  stated  in  section 
20.5.1,  Chapter  6  of  the  Medicare 
Benefit  Policy  Manual  that  “during  any 
course  of  treatment  rendered  by 
auxiliary  personnel,  the  physician  must 
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personally  see  the  patient  periodically 
and  sufficiently  often  enough  to  assess 
the  course  of  treatment  and  the  patient’s 
progress  and,  where  necessarj',  to 
change  the  treatment  regimen.”  Well- 
developed  protocols,  processes,  and 
procedures  can  assist  nurses  in  their 
management  of  a  particular  patient,  ' 
allowing  them  to  assess  the  patient’s  . 
reaction  to  a  course  of  treatment.  We 
believe  that  quality  and  thoughtful 
nursing  staff  are  a  key  component  in  the 
delivery  of  safe  and  quality  care. 
However,  protocols  cannot  address 
every  possible  development  during  a 
course  of  treatment.  We  believe  that  a 
physician  or  nonphysician  practitioner 
who  has  had  specific  training  and  met 
further  licensure  and  qualification 
requirements  permitting  a  broader  scope 
of  practice  must  be  available  to  evaluate 
the  patient,  provide  assistance  and 
direction,  and  order  additional  services 
if  needed.  Protocols  cannot  address  all 
circumstances,  nor  can  they  substitute 
for  the  training  and  authority  to  redirect 
the  service  or  potentially  order  a 
different  course  of  treatment. 

Comment:  Many  commenters 
continued  to  express  the  opinion  that 
supervision  requirements  in  CAHs 
should  be  limited  to  the  requirements  of 
their  CoPs  and  that  CAHs  should  be  able 
to  maintain  a  general  supervision 
standard  for  the  provision  of  all  hospital 
outpatient  therapeutic  services.  They 
asserted  that  CMS  is  promulgating  two 
conflicting  rules  in  that  the  supervision 
requirements  for  payment  conflict  with 
the  supervision  requirements  delineated 
in  the  CAH  CoPs.  They  asserted  that 
Medicare  is  “forcing  CAHs  to  provide 
life-saving  services”  for  which  they  will 
not  be  reimbursed  since  they  are  not 
able  to  provide  direct  supervision. 
Another  commenter  asked  if  Advanced 
Beneficial^'  Notices  (ABNs)  could  be 
distributed  to  patients  who  present  to 
the  hospital  for  services  requiring  direct 
supervision  when  such  supervision  is 
not  available.  On  the  other  hand,  several 
commenters  recommended  that  CMS 
require  CAHs  to  operate  under  the  same 
supervision  rules  as  all  other  types  of 
hospitals.  One  commender 
recommended  that  supervision  levels 
should  only  vary  by  type  of  service  and 
safety  requirements.  One  commenter, 
MedPAC,  supported  our 
recommendation  to  treat  CAHs  and 
small  rural  hospitals  equally,  and 
suggested  that  we  better  align  the  CAH 
CoPs  with  final  payment  requirements 
to  better  clarify  supervision 
requirements  for  hospitals. 

Response:  As  we  discussed  above,  we 
disagree  that  our  payment  regulations 
requiring  direct  supervision  for  payment 
of  outpatient  services  conflict  with  CAH 


CoPs.  The  CoPs  and  payment  rules  are 
written  for  different  purposes.  As  we 
stated  in  our  proposed  rule  (75  FR 
46304),  in  order  to  participate  in 
Medicare,  CAHs  must,  at  a  minimum, 
follow  their  CoPs  which  ensure  a  basic 
environment  of  safety  in  the  hospital. 
Under  their  CoPs,  CAHs  are  permitted 
but  not  required  to  provide  a  broad 
array  of  hospital  outpatient  services. 
However,  in  order  to  bill  and  be  paid  for 
outpatient  services,  CAHs  must  meet 
additional  payment  requirements  for 
specific  services,  including  supervision 
requirements  or,  for  example,  the 
requirement  for  timed  notes  in  the 
medical  record  for  observation  services. 
We  have  previously  indicated  why  we 
believe  supervision  is  an  important 
requirement  to  ensure  that  Medicare 
purchase  safe,  quality  outpatient  care. 

We  continue  to  believe  that  supervision 
is  an  important  payment  requirement 
for  CAHs  as  well  as  other  hospitals,  and 
that  Medicare  should  ensure  the 
program  is  purchasing  a  minimum  level 
of  safe,  quality  care,  wherever  that  care 
is  provided.  We  have  stated  that  unlike 
inpatients,  outpatients  do  not  have  a 
plan  of  care,  that  a  treating  physician  in 
the  community  may  not  be  aware  that 
outpatient  services  are  being  delivered, 
and  that  hospitals  do  not  necessarily 
have  an  established  relationship  with 
registered  outpatients  the  way  they  do 
for  admitted  inpatients  (74  FR  60582). 

We  continue  to  disagree  with 
commenters  that  we  need  to  somehow 
“reconcile”  the  payment  regulations  for 
outpatient  therapeutic  services  with 
CAH  CoPs  establishing  minimum 
institutional  safety  and  quality 
requirements  for  the  services  that  CAHs 
provide.  However,  while  we  expect  to 
retain  a  default  requirement  of  direct 
supervision  for  outpatient  therapeutic 
services,  we  believe  that  the  issue  of 
perceived  discrepancy  rriay  be  resolved 
as  we  move  forward  with  our  plan  to 
establish  a  process  that  will  lead  to  the 
assessment  and  adoption  of  an 
appropriate  level  of  supervision  for 
individual  services.  Specifically,  as  we 
begin  to  consider  and  adopt  different 
levels  of  supervision  for  individual 
services,  the  distinction  between  the 
CAH  CoPs  and  payment  regulations 
should  become  more  evident.  We 
believe  that  recognizing  a  modified 
supervision  approach  for  the  extended 
duration  services  for  CY  2011,  discussed 
in  more  detail  below,  is  a  step  towards 
clarifying  the  distinction  between  the 
payment  rules  that  are  applicable  for 
specific  services  from  the  CoPs  that 
apply  to  the  facility  in  general. 

As  described  in  our  manual 
provisions  (Medicare  Claims  Processing 
Manual  (lOM  100-04),  Chapter  30, 


Sections  50.2.1  and  50.5),  providers  may 
only  issue  ABNs  when  Medicare  will 
deny  an  otherwise  covered  item  or 
service  either  as  not  reasonable  and 
necessary  under  section  1862(a)(1)  of 
the  Act  or  because  the  item  or  service 
constitutes  custodial  care  under  section 
1862(a)(9)  of  the  Act.  If  Medicare 
withheld  payment  for  a  hospital 
outpatient  service  due  to  lack  of  direct 
supervision  as  required  in  ourniles  and 
regulations,  the  payment  denial  would 
not  be  for  lack  of  medical  necessity  or 
because  the  item  or  service  constituted 
custodial  care.  Therefore,  failure  to 
provide  direct  supervision  is  not  a  valid 
reason  to  issue  a  beneficiary  an  ABN, 
and  hospitals  are  not  permitted  to  do  so. 

Comment:  Many  cbmmenters 
appreciated  our  proposal  for  extended 
duration  services  as  an  attempt  to  offer 
flexibility  to  CAHs  and  small  rural 
hospitals  to  meet  supervision 
requirements  when  providing  these 
services.  Many  commenters  favored  the 
proposal  overall,  but  offered  several 
recommended  refinement^  or  revisions. 
First,  commenters  expressed  concern 
that  the  requirement  for  direct 
supervision  during  the  initiation  of  an 
extended  duration  service  would 
compromise  patient  safety  in  small  rural 
hospitals  and  CAHs  because  auxiliary 
staff  would  have  to  wait  for  the 
supervisory  practitioner  to  arrive  before 
initiating  critical  treatment.  They 
recommended  that  CMS  allow  these 
services  to  be  provided  under  general 
supervision  for  the  duration  of  the 
service. 

Many  commenters  did  not  believe 
that  the  list  was  long  enough  and 
suggested  that  we  add  additional 
services,  although  many  of  these 
services  did  not  meet  the  stated  criteria 
to  be  considered  a  nonsurgical  extended 
duration  service.  We  note  that  we 
addressed  other  services'  requested  for 
general  supervision  in  our  first 
comment  and  response  in  this  section. 
Many  commenters  requested  general 
supervision  of  chemotherapy 
administration  and  blood  transfusion. 
Several  commenters  also  believed  that 
certain  portions  of  the  post-operative 
recovery  period  did  not  need  direct 
supervision  and  that  after  a  certain 
amount  of  time  has  passed,  patients  are 
typically  stable  enough  to  be  monitored 
by  auxiliary  personnel.  They  requested 
that  CMS  allow  general  supervision  for 
portions  of  the  post-operative  period  or 
designate  the  post-operative  period  as 
an  extended  duration  service. 

Several  commenters  agreed  that  CMS 
should  not  further  define  “initiation”  or 
“stable.”  They  noted  that  these  are  new 
unfamiliar  terms  in  the  context  of 
extended  duration  services  and  were 
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concerned  about  liability.  Commenters 
believed  that  they  might  be  subject  to 
inspection  and  interpretation  of  their 
decision  about  the  transition  of  care  by 
individuals  who  were  not  qualified  to 
make  a  medical  judgment  about  the 
need  for  a  practitioner,  and  that  they 
would  be  penalized  for  failures  to 
adequately  document  the  transition.  The 
commenters  stated  that  the 
determination  that  a  patient  is  stable  ' 
enough  to  transition  to  general 
supervision  may  create  personal 
liability.  They  indicated  that  it  may  be 
difficult  to  properly  judge  or  navigate 
the  terms  “initiation”  and  “stable” 
because  they  will  vary  with  different 
circumstances,  for  example  the 
practitioner  who  transfers  the  patient  to 
a  reduced  level  of  supervision  care  may  • 
not  be  the  same  practitioner  who 
initiated  care. 

Finally,  commenters  expressed  their 
views  as  to  whether  the  point  of 
transition  from  direct  supervision  to 
general  supervision  should  be 
documented  in  the  medical  record  or 
identified  in  a  hospital  protocol,  and  on 
how  CMS  might  review  the  supervisory 
practitioner’s  decision  to  move  from 
direct  to  general  supervision  to  monitor 
for  proper  billing  should  an  adverse 
event  occur.  Several  commenters 
favored  documenting  the  transition  to 
general  supervision  in  the  medical 
record  or  in  progress  notes,  and- one 
commenter  specified  that  a  physician 
order  should  be  used.  One  commenter  . 
suggested  a  system  that  would  grade  the 
level  of  clinical  decision  making, 
similar  to  an  existing  system  that  grades  - 
level  of  risk  and  patient  stability  with 
parameters  such  as  “Abrupt  Change  in 
Neurologic  Status.”  However,  many 
other  commenters  expressed 
reservations  about  documentation, 
concerned  that  documenting  the  point 
of  transfer  will  provide  ample 
opportunity  for  practitioner  audit  and 
liability  since  carrying  out  the  transition 
is  an  unfamiliar  arena  involving  clinical 
judgment  and  newly  defined  or 
undefined  terms.  Some  commenters 
expressed  concern  about  increasing 
providers’  paperwork  and 
administrative  burden. 

Response:  We  appreciate  commenters 
support  for  our  proposal  to  require,  for 
certain  extended  duration  services, 
direct  supervision  at  the  initiation  of  the 
service  followed  by  general  supervision 
for  the  remainder  of  a  service  at  the 
discretion  of  the  supervising  physician 
or  nonphysician  practitioner  once  that 
physician  has  determined  that  the 
patient  is  stable. 

We  do  not  believe  that  requiring 
direct  supervision  for  the  initiation  of 
the  service  for  extended  duration 


services  will  compromise  patient  safety 
in  CAHs  and  small  rural  hospitals  when 
they  provide  these  services.  We  believe 
that  many  of  the  extended  duration 
services  frequently  are  referred  services, 
giving  the  hospital  or  CAH  time  to 
arrange  for  a  supervisory  physician  or 
nonphysician  practitioner  to  be 
available.  Specifically  with  regard  to 
observation  services,  we  noted  in 
Section  290.5.1  of  Chapter  4  of  the 
Medicare  Claims  Processing  Manual 
(Pub.  Mo.  100-04)  that  “(a)  the 
beneficiary  must  be  in  the  care  of  a 
physician  during  the  period  of 
observation,  as  documented  in  the 
medical  record  by  outpatient 
registration,  discharge,  and  other 
appropriate  progress  notes  that  are 
timed,  written,  and  signed  by  the 
physician,”  and  “(b)  the  medical  record 
must  include  documentation  that  the 
physician  explicitly  assessed  patient 
risk  to  determine  that  the  beneficiary 
would  benefit  from  observation 
services.”  Because  we  require  an 
evaluation  of  patient  risk  at  the 
beginning  of  observation  services, 
except  in  cases  of  direct  referral  we  did 
not  believe  that  the  physician  would  not 
be  available  during  the  initiation  of  the 
service. 

-  'We  also  believe  that  hospitals 
"  typically  would  not  need  to  stop 
delivery  of  extended  duration  services 
to  a  patient  because  a  supervisory 
physician  or  nonphysician  practitioner 
is  not  yet  available.  We  note  that  the 
hospital  frequently  conducts  diagnostic 
tests  for  patients  presenting  to  the 
emergency  department,  many  of  which 
require  a  general  level  of  supervision, 
which  can  allow  time  for  a  supervising 
physician  or  nonphysician  practitioner 
to  become  available  for  the  initiation  of 
therapeutic  services.  Thus,  in  those 
circumstances  where  the  patient 
presents  to  the  emergency  department 
and  requires  an  extended  duration 
service,  we  believe  that  the  supervising 
physician  or  nonphysician  practitioner 
could  be  immediately  available  for 
most,  if  not  all,  of  the  initiation  period. 
We  further  note  that  we  have  removed 
the  physical  boundary  requirement  in 
the  definition  of  direct  supervision  in 
order  to  allow  for  the  supervising 
practitioner  greater  flexibility  in 
location  while  still  meeting  the 
fequirement  to  be  immediately 
available. 

We  do  not  believe  it  would  be 
appropriate  without  further  assessment 
to  define  chemotherapy,  blood 
transfusion,  and  the  recovery  period  for 
surgical  services  as  nonsurgical, 
extended  duration  therapeutic  services. 
After  a  preliminary  review  of  literature 
on  chemotherapy  administration,  we 


believe  that  service-specific  assessment 
may  be  necessary  to  determine  the  level 
of  supervision  that  is  safe.  Adverse 
events  can  be  severe,  even  fatal,  and 
they  seem  to  vary  by  type  of 
chemotherapy  being  administered  as 
well  as  the  mechanism  of 
administration.  We  also  note  that  recent 
safety  standards  seem  to  support  the 
equivalent  of  direct  supervision  of 
chemotherapy  [http://iv\\^v.asco.org/ 
ASCOv2/Practice+%26+Guidelines/ 
Quality+Care/Quality-^ 
Measurement+%26+Improvement/. 
ASCO-ONS+Standards+for+ 

Safe+ Chemoth  era  py+A  dm  in  istra  tion ) . 
We  remain  equally  concerned  about  the 
safety  of  blood  transfusion  should 
circumstances  require  a  physician  to 
assess  the  situation  and  order  a  change 
in  the  course  of  treatment.  We  also  do 
not  believe  it  would  be  appropriate, 
without  further  assessment,  to  require 
general  supervision  for  the  recovery 
period  for  surgical  services.  We 
excluded  all  surgical  services  including 
recovery  time  from  our  proposal 
regarding  extended  duration  services 
because  we  believe  the  surgeon  should 
evaluate  his  or  her  patient  during  the 
recovery  period.  We  believe  that  the 
best  course  of  action  is  to  exclude  these 
services  from  our  list  of  nonsurgical 
extended  duration  services  and  to 
include  them  in  the  li.st  of  services  to  be 
evaluated  early  on  through  the 
independent  review  process  for  service- 
specific  supervision  levels  that  we  will 
establish  for  CY  2012. 

We  thank  commenters  who  agreed 
with  our  proposal  not  to  define  the  term 
“stable”  and  not  to  further  define  the 
term  “initiation,”  and  as  we  proposed, 
we  will  not  further  define  these  terms. 
Thus,  the  finalized  definition  of 
“initiation”  in  §410.27(a)(l)(v)(B)  is  “the 
beginning  portion  of  a  service  ending 
when  the  patient  is  stable  and  the 
supervising  physician  or  appropriate 
nonphysician  practitioner  believes  the 
remainder  of  the  service  can  be 
delivered  safely  under  general 
supervision.” 

With  regard  to  documentation  of 
transition  from  direct  to  general 
supervision,  we  are  sympathetic  to 
commenter  concerns  regarding  potential 
liability  and  administrative  burden. 
However,  we  also  believe  that  in  order 
to  assure  adequate  patient  safety  and 
communication  among  hospital  staff, 
the  point  of  transition  to  general 
supervision  should  be  documented 
prominently  in  progress  notes  or  in  the 
medical  record.  Therefore,  we  are 
finalizing  our  requirement  that  the 
transition  from  direct  to  general 
supervision  be  documented  in  the 
progress  notes  or  in  the  medical  record. 
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but  we  are  otherwise  leaving  the  manner  to  clinically  redirect  the  service  or  duration  of  the  service.  The  extended 

of  documentation  to  the  discretion  of  provide  additional  orders.  duration  services  will  include  the 

each  supervising  practitioner.  Comment:  Commenters  remain  limited  set  of  procedures  identified  in 

After  review  of  the  public  comments,  concerned  about  the  potential  for  Table  48A  of  this  final  rule  with 

we  are  finalizing  our  proposed  liability  for  services  provided  prior  to  comment  period.  We  are  adding  a  new 

nonsurgical  extended  duration  services  CY  2009.  They  requested  that  CMS  paragraph  (a)(l)(v)  to  §  410.27  to  reflect 

described  in  new  §  410.27(a)(l)(v).  prohibit  enforcement  of  the  direct  this  policy.  In  new  §  410.27(aKl)(vKA), 

Comment:  During  the  past  year,  we  supervision  requirements  applied  to  we  are  defining  “nonsurgical  extended 

were  often  questioned  about  clinical  services  furnished  since  January  1,  duration  therapeutic  services”  as 

requirements  for  practitioners  2001.  They  also  commented  that  CMS’  services  that  can  last  a  significant  period  | 

supervising  extremely  specialized  statement  regarding  enforcement  in  the  of  time,  have  a  substantial  monitoring 

services,  notably  radiation  oncology  CY  2010  final  rule  with  comment  period  component  that  is  typically  performed 

services.  One  commenter  requested  that  (74  FR  60587)  forces  hospitals  to  assert  by  auxiliary  personnel,  have  a  low  risk 

CMS  consider  the  direct  supervision  and  provide  supporting  evidence  that  of  requiring  the  physician’s  or 

requirement  to  be  met  for  diagnostic  or  any  divergence  from  CMS’  rules  during  appropriate  nonphysician  practitioner’s 

therapeutic  radiation  oncology  services  that  time  period  was  a  result  of  error  or  immediate  availability  after  the  ! 

if  a  non-specialist  practitioner  who  can  mistake.  initiation  of  the  service,  and  are  not  | 

handle  an  emergency  provides  the  Response;  In  the  CY  2010OPPS/ASC  primarily  surgical  in  nature.  In  new 

direct  supervision  and  also  has  access  final  rule  with  comment  period,  we  '  §  4l0.27(a)(l)(v)(B),  we  are  finalizing 

by  phone  or  other  telemedicine  link  to  stated  that  in  the  case  of  services  our  definition  of  “initiation  of  the 

a  specialist  who  is  able  to  change  the  furnished  in  2000  through  2008,  “we  service”  as  the  beginning  portion  of  a  H 

plan  of  care  should  the  need  arise.  One  plan  to  exercise  our  discretion  and  service  ending  when  the  patient  is 

commenter  asserted  that  one  does  not  decline  to  enforce  in  situations  stable  and  the  supervising  physician  or 

have  to  posses  the  clinical  skills  to  fully  involving  claims  where  the  hospital’s  appropriate  nonphysician  practitioner  ^ 

provide  a  service  in  order  to  be  an  noncompliance  with  the  direct  bplieves  the  remainder  of  the  service  j 

effective  supervisor.  physician  supervision  policy  resulted  can  be  delivered  safely  under  his  or  her  ' 

Response:  As  we  have  stated  in  the  from  error  or  mistake.”  (74  FR  60587)  general  direction  and  control  without 

Medicare  Benefit  Policy  Manual  (Pub.  In  summary,  after  consideration  of  the  needing  his  or  her  immediate 

No.  100-02),  Chapter  6,  Section  20.5.24,  public  comments  we  received,  we  are  availability.  We  believe  that  these 

“the  supervisory  physician  or  maintaining  our  general  requirement  for  policies  will  address  commenters’ 

nonphysician  practitioner  must  have,  direct  supervision  of  all  outpatient  concerns  while  maintaining  an  adequate 

within  his  or  her  State  scope  of  practice  therapeutic  services.  However,  we  are  level  of  safety  and  quality  of  care  in  the 

and  hospital-granted  privileges,  the  redefining  our  definition  of  direct  *  hospital  outpatient  services  that 

knowledge,  skills,  ability,  and  privileges"  supervision  in  §410.27(a)(l)(iv)  to  ‘  Medicare  purchases, 

to  perform  the  service  or  procedure.  remove  all  references  to  physical  As  another  interim  measure,  we  are 

Specially  trained  ancillary  staff  and  boundaries  and  require  only  “immediate  extending  the  nonenforcement  policy 

technicians  are  the  primary  operators  of  availability.”  We  are  removing  for  direct  supervision  of  therapeutic 

some  specialized  diagnostic  or  §  407.27(g),  which  defines  “in  the  services  provided  in  CAHs  for  another 

therapeutic  equipment,  and  while  in  hospital”,  because  it  is  no  longer  year,  through  CY  2011,  and  we  are 

such  cases  CMS  does  not.expect  the  >  necessary.  In  addition,  through  CY  2011  expanding  it  during  this  year  to  include 

supervisory  practitioner  to  operate  this  we  will  develop  an  independent  review  small  and  rural  hospitals  that  have  100 

equipment  instead  of  a  technician,  CMS  process  for  annual  consideration  of  or  fewer  beds.  For  purposes  of  this 

does  expect  the  physician  or  requests  for  alternative  service-specific  provision,  we  are  using  the  same 

nonphysician  practitioner  that  supervision  levels,  supported  by  an  definition  of  small  rural  hospitals  as 

supervises  the  provision  of  the  service  independent  technical  committee.  Congress  recognizes  for  TOPs  under 

must  be  knowledgeable  about  the  test  potentially  the  APC  Panel.  We  are  section  1833(t)(7)  of  the  Act.  Our 

and  clinically  appropriate  to  furnish  the  specifically  seeking  comment  on  what  decision  not  to  enforce  the  requirement 

test.  The  supervisory  responsibility  is  the  process  should  look  like  and  the  for  direct  supervision  of  therapeutic 

more  than  the  capacity  to  respond  to  an  criteria  that  should  be  considered  for  outpatient  services  applies  to  CAHs  and 

emergency,  and  includes  furnishing  identifying  services  for  which  personal,  rural  hospitals  with  100  or  fewer  beds 

assistance  and  direction  throughout  the  direct,  or  general  supervision  is  for  CY  2011.  As  we  do  for  TOPs,  we  will 

performance  of  a  procedure  and,  as  appropriate.  We  will  establish  this  consider  hospitals  to  be  rural  if  they  are 

appropriate  to  the  supervisory  physician  process  in  the  coming  year  through  the  either  geographically  located  in  a  rural 

or  nonphysician  practitioner  and  the  CY  2012  rulemaking  cycle,  selecting  a  area  or  are  paid  through  the  OPPS  with 

patient,  to  change  a  procedure  or  the  specific  independent  entity  to  assist  in  a  wage  index  for  a  rural  area  (Section 

course  of  care  for  a  particular  patient.  the  process  and  establishing  criteria  for  70,  Chapter  4,  of  the  Medicare  Claims 

CMS  would  not  expect  that  the  determining  that  a  given  service  shoqld  Processing  Manual  (Pub.  No.  100-04)). 

supervisory  practitioner  would  make  all  be  furnished  under  general  or  personal  We  believe  this  nonenforcement  policy 

decisions  unilaterally  without  informing  supervision  rather  than  direct  will  permit  the  CAHs  and  small  and 

or  consulting  the  patient’s  treating  supervision.  At  least  until  the  *  rural  hospitals  that  do  not  consistently 

physician  or  nonphysician  practitioner.”  independent  entity  is  in  place  (likely  meet  our  direct  supervision  standard  for 

We  do  not  believe  it  is  sufficient  or  through  CY  2011),  we  are  establishing  a  outpatient  therapeutic  services  to  make 

consistent  with  our  rules  for  direct  new  category  of  “nonsurgical  extended  appropriate  adjustments  over  the 

supervision  for  the  individual  on  site  to  duration  therapeutic  services”  that  coming  year. 

be  capable  of  only  emergency  require  direct  supervision  as  defined  in  Finally,  in  our  proposal,  we  noted 

management.  The  supervisory  §410.27(a)ll)(iv)  during  an  initiation  that  in  the  CY  2010  OPPS/ASC  final 

practitioner  or  nonphysician  period,  followed  by  a  minimum  rule  with  comment  period,  in  presenting  ■ 

practitioner  who  is  physically  present  standard  of  general  supervision  as  the  regulation  text  changes  for  §  410.27, 

should  have  the  training  and  knowledge  defined  in  §  410.32(b)(3)(i)  for  the  paragraph  (a)(2)  (relating  to  PHP 
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services)  was  inadvertently  deleted  from  not  receive  any  comments  on  this  to  restore  paragraph  (a)(2)  as  it 

the  Code  of  Federal  Regulations.  We  did  proposal.  We  are  finalizing  our  proposal  originally  appeared  in  the  regulations. 

Table  48A— List  of  Nonsurgical  Extended  Duration  Therapeutic  Services 


HCPCS  Code 


Long  description 


C8957 

G0378 

G0379 

96360 

96361 

96365 

96366 

96367 

96368 

96369 

96370 

96371 

96372 

96374 

96375 

96376 


Intravenous  infusion  for  therapy/diagnosis;  initiation  of  prolonged  infusion  (more  than  8  hours),  requiring  use  of  portable  or 
implantable  pump. 

Hospital  observation  service,  per  hour. 

Direct  admission  of  patient  for  hospital  observation  care. 

Intravenous  infusion,  hydration;  initiair31  minutes  to  1  hour. 

Intravenous  infusion,  hydration;  each  additional  hour  (List  separately  in  addition  to  code  for  primary  procedure). 

Intravenous  infusion,  for  therapy,  prophylaxis,  or  diagnosis  (specify  substance  or  drug);  initial,  up  to  1  hour. 

Intravenous  infusion,  for  therapy,  prophylaxis,  or  diagnosis  (specify  substance  or  drug);  each  additional  hour  (List  separately 
in  addition  to  code  for  primary  procedure).  ' 

Intravenous  infusion,  for  therapy,  prophylaxis,  or  diagnosis  (specify  substance  or  drug);  additional  sequential  infusion,  up  to  1 
hour  (List  separately  in  addition  to  code  for  primary  procedure). 

Intravenous  infusion,,  for  therapy,  prophylaxis,  or  diagnosis  (specify  substance  or  drug);  concurrent  infusion  (List  separately  in 
addition  to  code  for  primary  procedure). 

Subcutaneous  infusion  for  therapy  or  prophylaxis  (specify  substance  or  drug);  initial,  up  to  1  hour,  including  pump  set-up  and 
establishment  of  subcutaneous  infusion  site(s). 

Subcutaneous  infusion  for  therapy  or  prophylaxis  (specify  substance  or  drug);  each  additional  hour  (List  separately  in  addition 
to  code  for  primary  procedure). 

Subcutaneous  infusion  for  therapy  or  prophylaxis  (specify  substance  or  drug);  additional  pump  set-up  with  establishment  of 
new  subcutaneous  infusion  site(s)  (List  separately  in  addition  to  code  for  primary  procedure). 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or  drug);  subcutaneous  or  intramuscular. 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or  drug);  intravenous  push,  single  or  initial  substance/ 
drug. 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or  drug);  each  additional  sequential  intravenous  push  of  a 
new  substance/drug  (List  separately  in  addition  to  code  for  primary  procedure). 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or  drug);  each  additional  sequential  intravenous  push  of 
the  same  substance/drug  provided  in  a  facility  (List  separately  in  addition  to  code  for  primary  procedure). 


In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period,  we  requested 
comments  on  the  issue  of  standardizing 
the  levels  of  supervision  required  for 
partial  hospitalization  services  (PHP) 
provided  in  CMHCs  amd  in  hospital 
outpatient  departments.  To  date,  we 
require  direct  supervision  for  PHP 
services  provided  to  hospital 
outpatients  as  for  all  outpatient 
therapeutic  services,  and  we  require 
only  general  supervision  for  PHP 
services  provided  at  CMHCs.  We 
appreciate  the  comments  we  received  in 
response  to  the  final  rule  with  comment 
period  and  are  taking  them  into 
consideration.  In  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period,  we 
also  requested  comments  on  supervision 
requirements  for  payment  to  ASCs.  We 
have  no  payment-related  supervision 
requirement  for  ASCs.  We  appreciate 
the  comments  we  received  in  response 
to  the  final  rule  with  comment  period 
and  are  taking  them  into  consideration. 

4.  Supervision  of  Hospital  Outpatient 
Diagnostic  Services 

We  have  received  limited 
correspondence  and  questions  on  our 
policy  finalized  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  to 
adopt  for  outpatient  diagnostic  Services 
furnished  in  hospitals  and  in  non¬ 
hospital  locations  the  physician 
supervision  levels  in  §  410.32(b)(3) 


established  under  the  MPFS  and 
indicated  on  the  Practice  Expense 
Relative  Value  Unit  file.  We  also 
applied  a  new  definition  of  direct 
supervision  in  new  §  410.28(e)(1)  and 
(e)(2).  As  discussed  above,  the  CY  2010 
policy  applies  to  hospitals  and  not  to 
CAHs.  As  we  discuss  above, 
honph'ysician  practitioners  previously 
performing  diagnostic  tests  without 
physician  supervision,  within  their 
State  scope  of  practice  and  hospital- 
granted  privileges,  can  continue  to 
perform  those  tests  without  physician 
supervision.  The  CY  2010  policy  now 
requires  physician  supervision  of  those 
services,  unless  the  nonphysician 
practitioner  is  specifically  exempted 
under  §  410.32(b)(2)  or  there  is  some 
other  provision  addressing  supervision 
for  that  type  of  nonphysician 
practitioner. 

In  this  final  rule  with  comment 
period,  in  the  interest  of  clarity  we  are 
adopting  the  same  change  in  definition 
of  direct  supervision  and  immediate 
availability  for  outpatient  diagnostic 
services  as  we  are  adopting  for 
outpatient  therapeutic  services,  except 
for  diagnostic  services  performed  under 
arrangement  in  non-hospital  locations 
under  §  410.28(e)(3).  For  diagnostic 
services  furnished  under  arrangement  in 
non-hospital  locations,  direct 
supervision  will  continue  to  mean 
physical  presence  in  the  office  suite  as 


defined  in  §410.32(b)(3)(ii)  (“in  the 
office  suite  and  immediately  available  to 
furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure”).  For  all  other  outpatient 
diagnostic  servit:es,  direct  supervision 
will  now  mean  immediately  available, 
without  reference  to  any  physical 
boundary.  To  this  end,  we  are  amending 
the  definition  of  direct  supervision  in 
§§  410.28(e)(1)  and  (2). 

B.  Payment  for  Preventive  Sennces 
1.  Definition  of  “Preventive  Services” 

Section  4104(a)  of  the  Affordable  Care 
Act  revised  section  1861(ddd)  of  the  Act 
by  adding  a  new  paragraph  (3),  which 
defines  the  term  “preventive  services.” 
Preventive  services  are  defined  as: 

•  Screening  and  preventive  services 
currently  described  in  section 
1861(ww)(2)  of  the  Act,  except  for 
electrocardiograms  described  in  section 
1861(ww)(2)(M)  of  the  Act; 

•  An  initial  preventive  physical 
examination  (IPPE)  as  defined  in  section 
1861(ww)  of  the  Act;  and 

•  Personalized  prevention  plan 
services  (PPPS),  also  known  as  the 
/‘Annual  Wellness  Visit”  (AWV),  as 
defined  in  section  1861(hhh)  of  the  Act 
(which  was  added  by  .section  4103  of 
the  Affordable  Care  Act). 

The  services  specified  in  the 
definition  of  “preventive  .service.s”  at  • 
section  1861(ddd)(3)(A)  of  the  Act,  as 
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cross-referenced  to  section  1861(ww)(2) 
of  the  Act,  excluding 
electrocardiograms,  include  the 
following: 

•  Pneumococcal,  influenza,  and 
hepatitis  B  vaccine  and  administration: 

•  Screening  mammography; 

•  Screening  pap  smear  and  screening 
pelvic  examination; 

•  Prostate  cancer  screening  tests; 

•  Colorectal  cancer  screening  tests; 

•  Diabetes  outpatient  self¬ 
management  training  (DSMT); 

•  Bone  mass  measurement; 

•  Screening  for  glaucoma: 

•  Medical  nutrition  therapy  (MNT) 
services: 

•  Cardiovascular  screening  blood 
tests; 

•  Diabetes  screening  tests; 

•  Ultrasound  screening  for  abdominal 
aortic  aneurysm  (AAA);  and  • 

•  Additional  preventive  services 
identified  for  coverage  through  the 
national  coverage  determination  (NCD) 
process. 

We  note  that,  at  the  time  of  issuance 
of  the  CY  2011  OPPS/ASC  proposed 
rule,  the  only  additional  preventive 
service  identified  for  coverage  through 
the  NCD  process  was  HIV  testing.  W'e 
released  a  proposed  national  coverage 
determination  for  smoking  cessation 
services  for  asymptomatic  patients 
(CAG-00420N,  “Proposed  Coverage 
Decision  Memorandum  for  Counseling 
to  Prevent  Tobacco  Use”)  in  May  2010 
on  the  CMS  Web  site  at:  http:// 
www.cms.gov/incd/ 
index_list. asp? list Jtype=nca.  We 
indicated  that  we  would  address  the 
applicability  of  section  4104  of  the 
Affordable  Care  Act  to  these  services  if 
an  NCD  establishing  them  as  additional 
preventive  services  was  finalized  before 
the  CY  2011  OPPS/ASC  final  rule  with 
comment  period  was  issued  (75  FR 
46310).  As  of  August  25,  2010,  CMS 
finalized  an  NCD  for  “Counseling  to 
Prevent  Tobacco  Use,”  and  established 
coverage  of  smoking  cessation  services 
for  asymptomatic  patients,  thus 
qualifying  them  as  “additional 
preventive  services”  as  defined  at 
section  1861(ddd)(3)(A)  of  the  Act,  as 
cross-referenced  to  section  1861(ww)(2) 
of  the  Act. 

We  included  our  proposals  to 
implement  the  coverage  and  payment 
provisions  for  the  AWV  providing  PPPS 
in  the  CY  2011  MPFS  proposed  rule  (75 
FR  40128  through  40129).  Therefore, 
individuals  were  instructed  to  submit 
public  comments  on  the  proposed 
coverage  of  and  payment  for  the  AWV 
providing  PPPS  under  the  provisions  of 
the  Affordable  Care  Act  in  response  to 
the  CY  2011  MPFS  proposed  rule.  The 
implementing  regulations  regarding 


coverage  of  the  IPPE  are  already 
established  under  existing  42  CFR 
410.16  and  remain  unchanged  by  the 
Affordable  Care  Act.  As  discussed 
below  in  section  XII. B. 2.  of  this  final 
rule  with  comment  period,  we  are 
presenting  our  proposed  and  final 
policies  for  the  application  or  waiver  of 
coinsurance  and  the  Part  B  deductible 
for  preventive  services  as  required  by 
sections  4104(b)  and  (c)  of  the  * 
Affordable  Care  Act.  While  commenters, 
were  directed  to  submit  public 
comments  on  the  proposed  coverage  of 
and  payment  for  the  AWV  providing 
PPPS  under  the  provisions  of  the 
Affordable  Care  Act  in  response  to  the 
CY  2011  MPFS  proposed  rule,  we  did 
receive  some  comments  on  hospital 
payment  for  these  services,  which  we 
address  below. 

2.  Coinsurance  and  Deductible  for 
Preventive  Services 

Sections  4104(b)  and  10406  of  the 
Affordable  Care  Act  amended  section 
1833(a)(1)  of  the  Act  to  require  100 
percent  payment  for  the  IPPE  and  for 
those  Medicare-covered  preventive 
services  that  are  recommended  by  the 
United  States  Preventive  Services  Task 
Force  (USPSTF)  with  a  grade  of  A  or  B 
for  any  indication  or  population  and 
that  are  appropriate  for  the  individual. 
This  requirement  waives  any 
coinsurance  or  copayment  that  would 
otherwise  apply  under  section 
1833(a)(1)  of  the  Act  for  the  IPPE  and  for 
those  items  and  services  listed  in 
section  1861(ww)(2)  of  the  Act 
(excluding  electrocardiograms)  to  \yhich 
the  USPSTF  has  given  a  grade  of  A  or 
B.  In  addition,  section  4103(c)  of  the 
Affordable  Care  Act  waives  the 
coinsurance  or  copayment  for  the  AWV 
providing  PPPS.  The  coinsurance  or 
copayment  represents  the  beneficiary’s 
share  of  the  payment  to  the  provider  or 
supplier  for  furnished  services. 
Coinsurance  generally  refers  to  a 
percentage  (for  example,  20  percent)  of 
the  Medicare  payment  rate  for  which 
the  beneficiary  is  liable  and  is 
applicable  under  the  MPFS  and  ASC 
payment  system,  while  copayment 
generally  refers  to  an  established 
amount  that  the  beneficiary  must  pay 
that  is  not  necessarily  related  to  a 
particular  percentage  of  the  Medicare 
payment  rate,  and  is  applicable  under 
the  OPPS.  We  refer  readers  to  the  CY 
2011  MPFS  final  rule  with  comment 
period  for  the  provisions  related  to 
payment  for  preventive  services, 
including  waiver  of  the  deductible  and 
copayment,  under  the  MPFS,  and  to 
section  XV.D.l.d.  of  this  final  rule  with 
comment  period  for  our  proposed  and 
final  policies  to  implement  the 


provisions  related  to  payment  for 
preventive  services  under  the  ASC 
payment  system. 

Section  4104(c)  of  the  Affordable  Care 
Act  amended  section  1833(b)(1)  of  the 
Act  to  waive  the  Part  B  deductible  for 
preventive  services  described  in  section 
1861(ddd)(3)(A)  of  the  Act  that  have  a 
grade  of  A  or  B  from  the  USPSTF  for 
any  indication  or  population  and  are 
appropriate  for  the  individual.  In 
addition,  section  4103(c)(4)  of  the 
Affordable  Care  Act  waives  the  Part  B 
deductible  for  the  AWV  providing 
PPPS.  These  provisions  are  effective  for 
services  furnished  on  or  after  January  1 , 
2011.  We  note  that  section  101(b)(2)  of 
the  MIPPA  previously  amended  section 
1833(b)  of  the  Act  to  waive  the  Part  B 
deductible  for  the  IPPE,  effective 
January  1,  2009. 

As  we  indicated  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46310 
through  46311),  not  all  preventive 
services  described  in  paragraph  (A)  of 
section  1861(ddd)(3)  of  the  Act  are 
recommended  by  the  USPSTF  with  a 
grade  of  A  or  B,  and  therefore,  some  of 
the  preventive  services  do  not  meet  the 
criteria  in  sections  1833(a)(1)  and 
1833(b)(1)  of  the  Act  for  the  waiver  of 
the  deductible  and  coinsurance. 
However,  the  changes  made  by  section 
4104  of  the  Affordable  Care  Act  do  not 
affect  most  of  the  preexisting  specific 
provisions  listed  in  existing  §  410.160(b) 
and  §410.152  of  the  regulations  (which 
reflect  the  provisions  found  in  sections 
1833(a)  and  1833(brof  the  Act)  that 
waive  the  deductible  and  coinsurance 
for  specific  services.  For  example, 
section  1833(a)(1)(D)  of  the  Act  waives 
the  coinsurance  and  section  1833(b)(3) 
of  the  Act  waives  the  deductible  for 
clinical  laboratory  tests  (including  those 
furnished  for  screening  purposes). 
Section  4104  of  the  Affordable  Care  Act 
does  not  change  these  provisions  and 
the  waiver  of  both  the  deductible  and 
coinsurance  remains  in  place  for  all 
laboratory  tests,  regardless  of  whether 
the  particular  clinical  laboratory  test 
meets  the  criteria  of  section  4104  for  the 
waiver  of  the  deductible  and 
coinsurance  as  a  preventive  service. 

The  following  preventive  services 
listed  in  section  1833(ddd)(3)(A)  of  the 
Act  are  not  recommended  by  the 
USPSTF  with  a  grade  of  A  or  B  for  any 
indication  or  population:  (1)  Digital 
rectal  examination  provided  as  a 
prostate  cancer  screening  service;  (2) 
glaucoma  screening:  (3)  diabetes 
outpatient  self-management  training: 
and  (4)  barium  enema  provided  as  a 
colorectal  cancer  screening  service. 

Specifically,  HCPCS  code  G0102 
(Prostate  cancer  screening;  digital  rectal 
exam),  which  does  not  have  a  grade  of 
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f  A  or  B  from  the  USPSTF  for  any 
»■  indication  or  population,  will  continue 
s'  '  to  be  subject  to  the  deductible  and 
coinsurance.  However,  the  deductible 
and  coinsurance  for  HCPCS  code  G0103 
(Prostate  cancer  screening;  prostate 

II  specific  antigen  test  (PSA))  will 

continue  to  be  waived  under  sections 
;  1833(a)(1)(D)  and  1833(b)(3)  of  the  Act 

[  as  a  clinical  laboratory  test,  even  though 
1.  it  also  does  not  have  a  grade  of  A  or  B 
S  -  from  the  USPSTF. 

F  Glaucoma  screening  services, 
r'  described  by  HGPGS  codes  GOl  17 

r  (Glaucoma  screening  for  high  risk 
P/  patients  furnished  by  an  optometrist  or 
ophthalmologist)  and  GOl  18  (Glaucoma 
screening  for  high  risk  patient  furnished 
under  the  direct  supervision  of  an 
optometrist  or  ophthalmologist),  will 
continue  to  be  subject  to  the  deductible 
and  coinsurance  requirements  because 
these  services  are  not  recommended 
r  with  a  grade  of  A  or  B  by  the  USPSTF 
I  ’  for  any  indication  or  population. 

5  Similarly,  diabetes  outpatient  self- 
r  management  training  is  currently  not 
j  rated  by  the  USPSTF;  therefore,  the 
I  deductible  and  coinsurance 

I  requirements  will  continue  to  apply. 

Barium  enemas  provided  as  colorectal 
’■;  cancer  screening  tests,  described  by 
!  HCPCS  codes  GO  106  (Colorectal  cancer 
‘  screening;  alternative  to  GO  104, 

I  screening  sigmoidoscopy,  barium 
j  !  enema)  and  GOl  20  (Colorectal  cancer 
^t.  screening;  alternative  to  G0105, 

i  screening  colonoscopy,  barium  enema)' 

F-  do  not  have  a  grade  of  A  or  B  from  the 
j  j  USPSTF  for  any  indication  or 
I  j  population.  However,  the  deductible 
j  :  does  not  apply  to  barium  enemas 

provided  as  colorectal  cancer  screening 
F  tests  because  colorectal  cancer  screening 
b !  tests  are  explicitly  excluded  from  the 
I  deductible  under  section  1833(b)(8)  of 

j  the  Act.  However,  there  is  no  specific 
exclusion  of  barium  enemas  from  the 
■\  coinsurance  requirement  at  section 

[  1833(b)(1)  of  the  Act.  Therefore,  this 

j  requirement,  as  applicable,  continues  to 
i  apply  to  barium  enemas.  We  note  that 
!  the  USPSTF  has  given  a  grade  of  A  to 
colonoscopy,  flexible  sigmoidoscopy, 
t  and  fecal  occult  blood  screening  tests, 

I ■  and,  as  a  result,  these  services  qualify 
for  the  statutory  waiver  of  both  the 
!  deductible  and  coinsurance. 

■  We  also  note  that  the  USPSTF  ceased 
*  to  make  recommendations  with  regard 
*  to  vaccines  and  vaccine  administration 

after  CY  1996,  so  as  not  to  conflict  with 
the  recommendations  of  the  CDC’s 
Advisory  Committee  on  Immunization 
.  Practices.  However,  the  USPSTF’s  most 
recent  vaccine  recommendations,  which 
were  never  withdrawn  by  the  USPSTF, 
gave  a  grade  of  B  to  the  influenza  and 
pneumococcal  vaccines  and  their 


administration  and  a  grade  of  A  to  the 
hepatitis  B  vaccine  and  its 
administration.  While  sections 
1833(a)(1)  and  1833(b)(1)  of  the  Act  (as 
amended  by  section  4104  of  the 
Affordable  Care  Act)  require  that  the 
preventive  services  receive  a  grade  of  A 
or  B  frorn  the  USPSTF  for  the 
coinsurance  and  deductible  to  be 
waived,  the  statute  does  not  specify  that 
the  recommended  grade  must  be 
furnished  within  any  given  timeframe. 
The  USPSTF’s  grades  from  1996  for 
these  preventive  services  are  the  most 
current  USPSTF  grades  and  have  never 
been  withdrawn.  Therefore,  we  believe  • 
that  these  preventive  services  meet  the 
requirements  of  the  statute  for  the 
waiver  of  the  deductible  and 
coinsurance.  We  also  note  that  the 
CDC’s  Advisory  Committee  on 
Immunization  Practices  currently 
recommends  influenza,  pneumococcal, 
and  hepatitis  B  vaccines. 

Table  38  of  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46312)  displayed 
the  CPT/HCPCS  codes  (paid  under  the 
OPPS  or  at  reasonable  cost)  that  we 
proposed  as  “preventive  services”  under 
section  1861(ddd)(3)(A)  of  the  Act. 

Table  38  also  provided  the  most  recent 
USPSTF  grade,  if  any,  that  was  the  basis 
for  our  proposed  policy  with  regard  to 
the  waiver  of  the  deductible  and 
coinsurance,  as  applicable.  In  the 
proposed  rule,  we  noted  that,  in 
developing  recommendations  regarding 
preventive  services,  we  recognize  that 
the  USPSTF  may  make 
recommendations  that  are  specific  to  an 
indication  or  population,  at  times 
including  characteristics  such  as  gender 
and  age  in  its  recommendations.  In 
accordance  with  section  4101  of  the 
Affordable  Care  Act,  we  proposed  to 
waive  the  deductible  and  coinsurance 
for  any  Medicare  covered  preventive 
service  with  no  limits  on  the  indication 
or  population  as  long  as  the  USPSTF 
has  recommended  the  preventive 
service  for  at  least  one  indication  and/ 
or^population  with  a  grade  of  A  or  B. 
However,  we  noted  in  the  CY  201 1 
OPPS/ASC  proposed  rule  (75  FR  46311) 
that  all  existing  Medicare  coverage 
policies  for  .such  services,  including  any 
limitations  based  on  indication  or 
population,  continue  to  apply.  In  some 
cases,  national  coverage  policies  may 
currently  limit  Medicare  coverage  based 
on  the  indication  or  population, 
consistent  with  the  USPSTF’s 
recommendations  with  a  grade  of  A  or 
B  for  the  indication  or  population.  In 
other  cases  where  Medicare  does  not 
explicitly  noncover  preventive  services 
for  a  specific  population  or  indication, 
we  would  expect  that,  particularly  in 


those  cases  where  the  USPSTF 
recommendation  grade  is  a  D  (that  is, 
the  USPSTF  recommends  against  the 
service  because  there  is  moderate  or 
high  certainty  that  the  service  has  no  net 
benefit  or  that  the  harms  outweigh  the 
benefits),  practitioners  would  only  order 
those  preventive  services  that  are 
clinically  appropriate  for  the 
beneficiary.  We  stated  in  the  proposed 
rule  that  if  we  have  future  concerns 
about  the  appropriateness  of  preventive 
services  for  an  indication  or  population 
in  light  of  the  USPSTF’s 
recommendations,  we  may  consider 
using  our  authority  under  section 
1834(n)(l)  of  the  Act  (as  added  by 
section  4105  of  the  Affordable  Care  A.ct) 
to  modify  Medicare  coverage  of  any 
preventive  service  consistent  with  the 
recommendations  of  the  USPSTF  (75  FR 
46311). 

We  noted  in  the  proposed  rule  that 
section  4103(c)(3)(Ai  of  the  Affordable 
Care  Act  excludes  the  PPPS  from 
payment  under  the  OPPS  and 
establishes  payment  for  the  AWV 
providing  PPPS  when  performed  in  a 
hospital  outpatient  department  under 
the  MPFS.  In  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46311),  we 
proposed  to  add  a  new  paragraph  (t) 
under  §  419.22  of  the  regulations  to 
specify  that  the  AWV  providing  PPPS  is 
excluded  from  payment  under  the 
OPPS.  In  the  process  of  revising  the 
regulations  to  reflect  the  exclusion  of 
AWV  providing  PPPS  from  the  OPPS, 
we  noticed  the  need  for  existing 
§  419.21(e)  to  be  updated  to  reflect  that 
an  IPPE  may  be  performed  within  12 
months  after  the  date  of  the  individual’s 
initial  enrollment  in  Part  B,  effective 
January  1 ,  2009.  We  also  noticed  that 
existing  §  419.22(m)  of  the  regulations 
needed  to  be  updated  to  reflect  that  a 
revised  payment  methodology  for  end- 
stage  renal  disease  (ESRD)  services  will 
go  into  effect  on  January  1,  2011. 
Therefore,  we  also  proposed  to  revise 
§§  419.21(e)  and  419.22(m).  We  referred 
readers  to  the  CY  2011  MPFS  proposed 
rule  for  a  discussion  of  the  proposed 
changes  to  §  410.160(b)  and  §410.152  of 
the  regulations  to  implement  the 
provisions  related  to  the  defiiiition  of 
“preventive  services”  and  the  waiver  of 
the  coinsurance  and  deductible  for 
preventive  services  as  specified  by 
sections  4103  and  4104  of  the 
Affordable  Care  Act. 

Comment:  Several  commenters 
supported  CMS’  proposed 
implementation  of  the  Affordable  Care 
Act  provision  to  waive  beneficiary  cost¬ 
sharing  for  preventive  services 
identified  in  section  1861(ddd)(3)(A)  of 
the  Act,  and  recommended  by  the  • 
USPSTF  with  a  grade  of  A  or  B  for  any 
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indication  or  population  that  are 
appropriate  for  the  individual,  and 
urged  CMS  to  finalize  the  proposed 
policy.  Some  commenters  expressed 
concern  that  CMS’  proposed 
implementation  of  the  Affordable  Care 
Act  provision  to  waive  beneficiary  cost¬ 
sharing  did  not  include  an  extension  of 
the  waiver  of  the  deductible  and 
coinsurance  for  vaccines  recommended 
by  CDC’s  Advisory  Committee  on 
Immunization  Practices  (ACIP)  that  are 
covered  under  Medicare  Part  D  and 
preventive  services  which,  while 
identified  in  section  1861(ddd)(3)(A)  of 
the  Affordable  Care  Act,  are  not 
designated  with  a  grade  of  A  or  B  by  the 
USPSTF  (specifically,  prostate  cancer 
screening  including  digital  rectal 
examinations;  glaucoma  screening  for 
high  risk  patients  furnished  by,  or  under 
direct  supervision  of,  an  optometrist  or 
ophthalmologist:  diabetes  outpatient 
self-management  training;  and  barium 
enemas  provided  as  colorectal  cancer 
screening  tests). 

Response:  We  appreciate  the 
commenters’  support  of  our  proposal  to 
waive  beneficiary  cost-sharing  for  - 
preventive  services  identified  in  section 
1861(ddd){3)(A)  of  the  Act,  and 
recommended  by  the  USPSTF  with  a 
grade  of  A  or  B  for  any  indication  or 
population  that  are  appropriate  for  the 
individual.  Services  that  are  not 
recommended  by  the  USPSTF  with  a 
grade  of  A  or  B  do  not  meet  the  criteria 
in  sections  1833(a)(1)  and  1833(b)(1)  of 
the  Act  for  the  waiver  of  the 
coinsurance  and  deductible.  We  also 
cannot  waive  the  deductible  and 
coinsurance  for  ACIP-recommended 
vaccines  that  are  covered  under 
Medicare  Part  D  because  these  services 
do  not  fall  under  the  definition  of 
“preventive  services”  at  section 
1861(ddd)(3)(A)  of  the  Act. 

Comment:  One  commenter  requested 
that  CMS  clarify  that  tobacco  cessation 
counseling  will  be  available  to  Medicare 
beneficiaries  without  application  of 
cost-sharing  or  deductible  requirements. 

Response:  As  stated  above,  as  of 
August  25,  2010,  CMS  finalized  a  NCD 
for  “Counseling  to  Prevent  Tobacco 
Use,”  and  established  coverage  of 


smoking  cessation  services  for 
asymptomatic  patients,  thus  qualifying 
them  as  “additional  preventive  services” 
as  defined  at  section  1861(ddd)(3)(A)  of 
the  Act,  as  cross-referenced  to  section 
1861(ww)(2)  of  the  Act.  As  reflected  in 
Table  48B  below,  the  deductible,  and 
coinsurance  requirements  will  not  apply 
to  these  services,  effective  January  1, 
2011. 

Comment:  A  few  commenters 
requested  that  CMS  provide  clarity  on 
the  hospital  billing  method  for  the  AWV 
providing  PPPS  performed  in  hospital 
outpatient  facilities  and  requested 
further  explanation  about  how  hospitals 
may  submit  claims  and  receive  payment 
for  furnishing  the  AWV  providing  PPPS 
in  a  facility  setting. 

Response:  Hospital  outpatient 
facilities  may  bill  for  the  first  and 
subsequent  AWVs  providing  PPPS, 
furnished  to  an  eligible  beneficiary  and 
in  a  hospital  outpatient  facility.  As 
noted  above,  section  4103(c)(3)(A)  of  the 
Affordable  Care  Act  specifically 
excludes  the  AWV  providing  PPPS  from 
payment  under  the  OPPS  and 
establishes  payment  for  the  AWV 
providing  PPPS  when  performed  in  a 
hospital  outpatient  department  under 
the  MPf’S.  We  will  accept  claims  for 
payment  from  facilities  furnishing  the 
AWV  providing  PPPS  in  a  facility 
setting  if  no  physician  claim  for 
professional  services  has  been 
submitted  to  CMS  for  payment.  That  is, 
we  will  pay  either  the  practitioner  or  the 
facility  for  furnishing  the  AWV 
providing  PPPS  in  a  facility  setting,  and 
only  a  single  payment  under  the  MPFS 
will  be  allowed.  We  refer  readers  to 
section  V.Q.2.  of  the  MPFS  final  rule 
with  comment  period  for  a  full 
discussion  of  the  final  coverage  and 
payment  provisions  implemented  for 
the  AWV  providing  PPPS. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  to  waive  the  coinsurance 
and  Part  B  deductible  for  preventive 
services  as  specified  by  sections  4103  . 
and  4104  of  the  Affordable  Care  Act.  We 
also  are  finalizing  our  proposals  to  add 
a  new  paragraph  (t)  to  §  419.22  of  the 


regulations  to  specify  that  the  AWV 
providing  PPPS  is  excluded  from 
payment  under  the  OPPS,  and  to  update 
§  419.21(e)  to  reflect  that  an  IPPE  may 
be  performed  within  12  months  after  the 
date  of  the  individual’s  initial 
enrollment  in  Part  B,  effective  January  1, 
2009.  We  also  are  finalizing  our 
proposals  to  update  §  419.22(m)  to 
reflect  that  a  revised  payment 
methodology  for  ESRD  services  will  go 
into  effect  on  January  1,  2011.  We  refer 
readers  to  the  CY  2011  MPFS  proposed 
rule  for  a  discussion  of  the  changes  to 
§410.160(b)  and  §410.152  of  the 
regulations  to  implement  the  provisions 
related  to  the  definition  of  “preventive 
services”  and  the  waiver  of  the  Part  B 
deductible  and  coinsurance  for 
preventive  services  as  specified  by 
sections  4103  and  4104  of  the 
Affordable  Care  Act. 

Table  48B  below  displays  the  HCPCS 
codes  (paid  under  the  OPPS  or  at 
reasonable  cost)  that  will  be  recognized 
as  “preventive  services”  under  section 
1861(ddd)(3)(A)  of  the  Act.  Table  48B 
also  provides  the  most  recent  USPSTF 
grade,  if  any,  that  is  the  basis  for  our 
final  policy  with  regard  to  waiver  of  the 
Part  B  deductible  and  coinsurance,  as 
applicable.  We  note  that,  effective 
Januarj'  1,  2011,  CPT  code  90658  is  no 
longer  payable  under  OPPS  and  has 
been  replaced  by  the  following  HCPCS 
codes:  Q2035  (Influenza  virus  vaccine, 
split  virus,  when  administered  to 
individuals  3  years  of  age  and  older,  for 
intramuscular  use  (afluria));  Q2036 
(Influenza  virus  vaccine,  split  virus, 
when  administered  to  individuals  3 
years  of  age  and  older,  for  intramuscular 
use  (flulaval)):  Q2037  (Influenza  virus 
vaccine,  split  virus,  when  administered 
to  individuals  3  years  of  age  and  older, 
for  intramuscular  use  (fluvirin));  Q2038 
(Influenza  virus  vaccine,  split  virus, 
when  administered  to  individuals  3 
years  of  age  and  older,  for  intramuscular 
use  (fluzone));  and  Q2039  (Influenza 
virus  vaccine,  split  virus,  when 
administered  to  individuals  3  years  of 
age  and  older,  for  intramuscular  use  (not 
otherwise  specified)). 


Table  48B — CY  201 1  Deductible  and  Coinsurance  for  OPPS  Preventive  Services  Specified  in  Section 

1861(ddd)(3)(A)  of  the  Act* 

[includes  the  initial  preventive  physical  examination  (IPPE)] 


Service 

CY  201 1  CPT/ 
HCPCS  code 

Long  descriptor 

USPSTF  rat¬ 
ings  I 

- 1 

CY  2010  coinsurance 
deductible 

CY  201 1  coinsurance 
deductible 

Initial  Preventive  Phys¬ 
ical  Examination 
(IPPE). 

G0402 

Initial  preventive  physical  exam¬ 
ination;  face  to  face  visits,  serv¬ 
ices  limited  tc  new/  beneficiary 
during  the  first  12  months  of 
Medicare  enrollment. 

. 

Not  Rated  .... 

Coinsurance  applies 
and  deductible  is 
waived. 

Waived. 
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Table  48B— CY  2011  Deductible  and  Coinsurance  for  OPPS  Preventive  Services  Specified  in  Section 

1861(ddd)(3)(A)  of  the  Act*— Continued 

[includes  the  initial  preventive  physical  examination  (IPPE)] 


Service  j 

CY  201 1  CPT/ 
HCPCS  code  j 

Long  descriptor 

1 

USPSTF  rat-  j 
ings  ^ 

CY  2010  coinsurance  ' 
deductible 

CY  201 1  coinsurance 
deductible 

G0404 

Electrocardiogram,  routine  ECG 
with  12  leads;  tracing  only,  with- 

.  1 

Not  Waived  .  i 

Not  Waived. 

* 

1 

out  interpretation  and  report, 
performed  as  a  screening  for 
the  initial  preventive  physical  ex¬ 
amination. 

Ultrasound  Screening 

G0389 

Ultrasound,  B-scan  and/or  real 

B . 

Coinsurance  applies 

Waived. 

for  Abdominal  Aortic 

time  with  image  documentation; 

and  deductible  is  | 

Aneurysm  (AAA). 

for  abdominal  aortic  aneurysm 
(AAA)  ultrasound  screening. 

1 

waived. 

1 

Screening  Pap  Test 

00091 

Screening  papanicolaou  smear; 

A  . 

Coinsurance  applies  ' 

Waived. 

(Specimen  Collec- 

obtaining,  preparing  and  con- 

and  deductible  is 

tion). 

veyance  of  cervical  or  vaginal 
smear  to  laboratory. 

i 

waived.  i 

1 

Screening  Pelvic  Exam 

G0101 

Cervical  or  vagfnal  cancer  screen-  i 

A . . . 

Coinsurance  applies 

Waived. 

ing;  pelvic  and  clinical  breast 

and  deductible  is  i 

1 

examination.  1 

waived. 

Bone  Mass  Measure- 

G0130 

Single  energy  x-ray 

B . 

Not  Waived  . ; . 

Waived. 

ment. 

1 

absorptiometry  (sexa)  bone  den¬ 
sity  study,  one  or  more  sites; 

appendicular  skeleton  (periph¬ 
eral)  (e.g.,  radius,  wrist,  heel). 

77078 

Computed  tomography,  bone  min¬ 
eral  density  study,  1  or  more 

Not  Waived  . 

Waived. 

1 

sites;  axial  skeleton  (e.g.,  hips, 
pelvis,  spine). 

77079 

Computed  tomography,  bone  min¬ 
eral  density  study,  1  or  more 

.  1 

Not  Waived  .  ! 

Waived. 

i 

sites;  appendicular  skeleton  (pe¬ 
ripheral)  (e.g.,  radius,  wrist. 

heel). 

77080 

Dual-energy  x-ray  absorptiometry 
(dxa),  bone  density  study,  1  or 

Not  Waived  . i 

!  Waived. 

more  sites;  axial  skeleton  (e.g., 
hips,  pelvis,  spine). 

' 

77081 

Dual-energy  x-ray  absorptiometry 

Not  Waived  . 

Waived. 

77083 

(dxa),  bone  density  study,  1  or 
more  sites;  appendicular  skel¬ 
eton  (peripheral)  (e.g.,  radius, 
wrist,  heel). 

Radiographic  absorptiometry  (e.g.. 

- 

Not  Waived  . 

Waived. 

photodensitometry, 
radiogrammetry),  1  or  more 
sites. 

i 

76977 

Ultrasound  bone  density  measure¬ 
ment  and  interpretation,  periph- 

Not  Waived  . 

j  Waived. 

Coinsurance  applies 
and  deductible  is 

G0104 

eral  site(s),  any  method. 

I  Colorectal  cancer  screening;  flexi- 
j  ble  sigmoidoscopy. 

Waived. 

i 

waived. 

G0105 

j  Colorectal  cancer  screening; 

A  .....* . 

Coinsurance  applies 

:  Waived. 

colonoscopy  on  individual  at 

and  deductible  is 

i 

high  risk. 

waived. 

j 

Colorectal  Cancer 

G0121 

1  Colorectal  cancer  screening; 

1  colonoscopy  on  individual  not 

Coinsurance  applies 
and  deductible  is 

j  Waived. 

1 

Screening. 

i  meeting  criteria  for  high  risk. 

1  waived. 

G0106 

G0120 

Colorectal  cancer  screening;  alter¬ 
native  to  G0104,  screening 
sigmoidoscopy,  barium  enema. 

Colorectal  cancer  screening;  alter¬ 
native  to  G0105,  screening 

Not  Rated" .... 

Coinsurance  applies 
and  deductible  is 
waived. 

Coinsurance  applies 
and  deductible  is 

!  Coinsurance  applies 

I  and  deductible  is 

I  waived, 
j  Coinsurance  applies 
and  deductible  is 

colonoscopy,  barium  enema. 

1  waived. 

:  waived. 

Prostate  Cancer 

G0102 

Prostate  cancer  screening;  digital 

D . 

Not  Waived  . 

Not  Waived. 

Screening. 

rectal  examination. 

Glaucoma  Screening  ... 

'G0117 

Glaucoma  screening  for  high  risk 

1  . 

Not  Waived  . 

Not  Waived. 

patients  furnished  by  an  optom¬ 
etrist  or  ophthalmologist. 
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Table  48B— CY  201 1  Deductible  and  Coinsurance  for  OPPS  Preventive  Services  Specified  in  Section 

1 861  (ddd)(3)(A)  of  the  Act  ‘—Continued 
[includes  the  initial  preventive  physical  examination  (IPPE)] 


Service 

CY  201 1  CPT/  ! 

Long  descriptor 

USPSTF  rat-  j 

CY  2010  coinsurance 

CY  201 1  coinsurance 

HCPCScode 

1 

ings ' 

deductible 

deductible 

G0118  ! 

Glaucoma  screening  for  high  risk 
patient  furnished  under  the  di-  j 

■  1 

Not  Waived  . 

Not  Waived. 

. 

1 

rect  supervision  of  an  optom-  I 
etrist  or  ophthalmologist. 

Influenza  Virus  Vaccine 

90655  i 

Influenza  virus  vaccine,  split  virus,  { 

B  . 

Waived  . ; . 

Waived. 

1 

preservative  free,  when  adminis¬ 
tered  to  children  6-35  months  of 

j 

age,  for  intramuscular  use. 

- 

90656 

Influenza  virus  vaccine,  split  virus, 
preservative  free,  when  adminis- 

Waived  . 

Waived. 

tered  to  individuals  3  years  and 
older,  for  intramuscular  use. 

90657  ' 

Influenza  virus  vaccine,  split  virus, 
when  administered  to  children 

, 

Waived  . . 

Waived. 

6-35  months  of  age,  for 
intramuscular  use. 

02035 

Influenza  virus  vaccine,  split  virus, 
when  administered  to  individuals 

N/A . 

Waived. 

3  years  of  age  and  older,  for 
intramuscular  use  (afluria). 

Q2036 

Influenza  virus  vaccine,  split  virus, 
when  administered  to  individuals 

N/A . 

Waived. 

- 

3  years  of  age  and  older,  for 
intramuscular  use  (flulaval). 

02037 

Influenza  virus  vaccine,  split  virus, 
when  administered  to  individuals 

N/A  . ; . 

Waived. 

3  years  of  age  and  older,  for 
intramuscular  use  (fluvirin). 

02038 

Influenza  virus  vaccine,  split  virus, 
when  administered  to  individuals 

N/A  . 

Waived. 

3  years  of  age  and  older,  for 
intramuscular  use  (fluzone). 

02039 

Influenza  virus  vaccine,  split  virus, 
when  administered  to  individuals 

N/A  . . 

Waived. 

3  years  of  age  and  older,  for 
intramuscular  use  (not  othenwise 
specified). 

90660 

Influenza  virus  .vaccine,  live,  for 
intranasal  use. 

Waived . 

Waived. 

90662 

Influenza  virus  vaccine,  split  virus, 
preservative  free,  enhanced 

Waived . 

Waived. 

immunogenicity  via  increased 
antigen  content,  for 

intramuscular  use. 

oo 

o 

o 

o 

O 

Administration  of  influenza  virus 

Waived  . 

Waived. 

vaccine. 

G9141 

Influenza  a  (hinl)  immunization 
administration  (includes  the  phy- 

Waived . 

Waived. 

sician  counseling  the  patient/ 
j  family). 

G9142 

1  Influenza  a  (h^n1)  vaccine,  any 

I  route  of  administration. 

Waived . ;. 

Waived. 

90669 

j  Pneumococcal  conjugate  vaccine, 

]  polyvalent,  when  administered 

Waived . 

Waived. 

to  children  younger  than  5 
years,  for  intramuscular  use. 

1 

Pneumococcal  Vaccine 

90670 

Pneumococcal  vacc,  13  val  im  ....; 

Waived . 

Waived. 

90732 

1  Pneumococcal  polysaccharide 

B  . 

Waived . 

Waived. 

j  vaccine,  23-valent,  adult  or 
imrnunosuppressed  patient  dos¬ 
age,  when  administered  to  indi- 
1  viduals  2  years  or  older,  for  sub¬ 
cutaneous  or  intramuscular  use. 

G0009 

j  Administration  of  pneumococcal 

1  vaccine. 

Waived . v . 

Waived. 
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Table  48B^CY  2011  Deductible  and  Coinsurance  for  OPPS  Preventive  Services  Specified  in  Section 

1861(ddd)(3)(A)  of  the  Act ‘—Continued 

[includes  the  initial  preventive  physical  examination  (IPPE)] 


Service 

CY  201 1  CPT/ 
HCPCS  code 

Long  descriptor 

USPSTF  rat¬ 
ings^ 

CY  201 0  coinsurance 
deductible,. 

CY  201 1  coinsurance 
deductible 

Hepatitis  B  Vaccine  . 

90740 

Hepatitis  B  vaccine,  dialysis  or 

A . 

Not  Waived  . 

Waived. 

immunosuppressed  patient  dos¬ 
age  (3  dose  schedule),  for 
intramuscular  use. 

1 

i 

1 

1 

90743 

Hepatitis  B  vaccine,  adolescent  (2 
dose  schedule),  for 

Not  Waived  . ! 

Waived. 

i 

intramuscular  use. 

90744 

Hepatitis  B  vaccine,  pediatric/ado¬ 
lescent  dosage  (3  dose  sched- 

i 

Not  Waived  . 

Waived. 

i 

ule),  for  intramuscular  use. 

i  90746 

Hepatitis  B  vaccine,  adult  dosage, 
for  intramuscular  use. 

Not  Waived  . 

Waived. 

90747 

Hepatitis  B  vaccine,  dialysis  or 
immunosuppressed  patient  dos- 

Not  Waived  . 

age  (4  dose  schedule),  for 
intramuscular  use. 

Smoking  and  Tobacco 

G0436 

Smoking  and  tobacco  cessation 

A . 

Not  Waived  . 

Waived. 

Cessation. 

G0437 

counseling  visit  for  the  asymp¬ 
tomatic  patient:  intermediate, 
greater  than  3  minutes,  up-to  10 
minutes. 

Smoking  and  tobacco  cessation 
counseling  visit  for  the  asymp- 

Not  Waived  . 

i 

Waived. 

tomatic  patient;  intensive,  great¬ 
er  than  10  minutes. 

*This  table  lists  only  the  preventive  services,  as  defined  by  the  Affordable  Care  Act,  that  are  paid  under  the  OPPS  or  at  reasonable  cost,  and 
excludes  preventive  services  such  as  screening  mammography  and  cardiovascular  screening  blood  tests  that  are  paid  under  another  fee  sched¬ 
ule  such  as  the  MPFS  or  the  Clinical  Laboratory  Fee  Schedule.  A  listing  of  all  services  defined  by  the  Affordable  Care  Act  as  preventive  services 
can  be  found  in  this  preamble  and  in  the  CY  201 1  MPFS  final  rule  with  comment  period.  We  note  that  any  preventive  service  must  meet  the 
Medicare  coverage  guidelines  for  the  service  including  being  appropriate  to  the  beneficiary  to  whom  it  is  being  furnished. 

^  U.S.  Preventive  Services  Task  Force  Recommendations 

A — The  USPSTF  strongly  recommends  that  clinicians  routinely  provide  [the  service]  to  eligible  patients.  (The.  USPSTF  found  good  evidence 
that  [the  service]  improves  important  health  outcomes  and  concludes  that  benefits  substantially  outweigh  harms.) 

B — The  USPSTF  recommends  that  clinicians  routinely  provide  [the  service]  to  eligible  patients.  (The  USPSTF  found  at  least  fair  evidence  that 
[the  service]  improves  important  health  outcomes  and  concludes  that  benefits  outweigh  harms.) 

C — The  USPSTF  makes  no  recommendation  for  or  against  routine  provision  of  [the  service].  (The  USPSTF  found  at  least  fair  evidence  that 
[the  service]  can  improve  health  outcomes  but  concludes  that  the  balance  of  benefits  and  harms  is  too  close  to  justify  a  general  recommenda¬ 
tion.) 

D-— The  USPSTF  recommends  against  routinely  providing  [the  service]  to  asymptomatic  patients.  (The  USPSTF  found  at  least  fair  evidence 
that  [the  service]  is  ineffective  or  that  harms  outweigh  benefits.) 

I— The  USPSTF  concludes  that  the  evidence  is  insufficient  to  recommend  for  or  against  routinely  providing  [the  service].  (Evidence  that  [the 
service]  is  effective  is  lacking,  of  poor  quality,  or  conflicting  and  the  balance  of  benefits  and  harms  cannot  be  determined.) 


3.  Extension  of  Waiver  of  Part  B 
Deductible  to  Services  Furnished  in 
Connection  With  or  in  Relation  to  a 
Colorectal  Cancer  Screening  Test  That 
Becomes  Diagnostic  or  Therapeutic 

Section  4104(c)  of  the  Affordable  Care 
Act  amended  section  1833(b)  of  the  Act 
to  waive  the  Part  B  deductible  for 
colorectal  cancer  screening  tests  that 
become  diagnostic.  Specifically,  section 
4104(c)(2)  of  the  Affordable  Care  Act 
waives  the  Part  B  deductible  with 
respect  to  a  colorectal  cancer  screening 
test  regardless  of  the  code  that  is  billed 
for  the  establishment  of  a  diagnosis  as 
a  result  of  the  test,  or  for  the  removal  of 
tissue  or  other  matter  or  other  procedure 
that  is  furnished  in  connection  with,  as 
a  result  of,  and  in  the  same  clinical 
encounter  as  a  screening  test. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46317),  we  proposed  that  all 


surgical  services  furnished  on  the  same 
date  as  a  planned  screening 
colonoscopy,  planned  flexible 
sigmoidoscopy,  or  barium  enema  be 
viewed  as  being  furnished  in  connection 
with,  as  a  result  of,  and  in  the  same 
clinical  encounter  as  the  screening  test. 
We  stated  in  the  proposed  rule  that  we 
believe  this  interpretation  is  appropriate 
because  we  believe  that  it  would  be  very 
rare  for  an  "unrelated  surgery  to  occur  on 
the  same  date  as  one  of  these  scheduled 
screening  tests.  Moreover,  we  believe 
that  the  risk  of  improper  expenditures 
would  be  very  small  under  this  policy 
because  it  is  the  deductible,  and  not  the 
coinsurance,  that  is  waived  for  the 
related  procedures  other  than  the 
screening  tests.  In  the  event  of  a 
legislative  change  to  this  policy  (for 
example,  a  statutory  change  that  would 
waive  the  coinsurance  for  these  related 


services  in  addition  to  the  deductible), 
we  stated  that  we  would  reassess  the 
appropriateness  of  the  proposed 
definition  of  services  that  are  furnished 
in  connection  with,  as  a  result  of,  and 
in  the  same  clinical  encounter  as  the 
colorectal  cancer  screening  test  that 
becomes  diagnostic.  We  also  noted  that 
the  annual  deductible  would  likely  be 
met  when  any  surgical  procedure 
(related  or  not)  is  performed  on  the 
same  day  as  the  scheduled  screening 
test. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46317),  we  proposed  to 
implement  this  provision  by  creating  a 
HCPCS  modifier  that  providers  would 
append  to  the  diagnostic  procedure 
code  that  is  reported  instead  of  the 
screening  colonoscopy  or  screening 
flexible  sigmoidoscopy  HCPCS  code  or 
as  a  result  of  the  barium  enema  when 
the  screening  test  becomes  a  diagnostic 
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serxdce.  The  claims  processing  system 
would  respond  to  the  modifier  by 
waiving  the  deductible  for  all  surgical 
services  on  the  same  date  as  the 
diagnostic  test.  Coinsurance  or 
copayment  would  continue  to  apply  to 
the  diagnostic  test  and  to  other  services 
furnished  in  connection  with,  as  a  result 
of,  and  in  the  same  clinical  encounter  as 
the  screening  test. 

Comment:  Several  commenters 
supported  CMS’  proposal  to  extend  the 
waiver  of  the  deductible  to  surgical 
services  provided  on  the  same  date  as  a 
colorectal  cancer  screening  test,  such  as 
a  planned  screening  colonoscopy, 
planned  flexible  sigmoidoscopy,  or 
barium  enema,  when  these  become 
diagnostic.  The  commenters  supported 
the  proposed  creation  of  a  HCPCS 
modifier  that  would  be  appended  to  the 
diagnostic  procedure  code  that  is 
reported  instead  of  the  screening 
colonoscopy  or  screening  flexible 
sigmoidoscopy  HCPCS  code  or  as  a 
result  of  the  barium  enema  when  the 
screening  test  becomes  a  diagnostic 
service. 

One  commenter  disagreed  with  CMS’ 
proposal,  arguing  that  CMS’  definition 
of  services  furnished  in  connection  with 
or  in  relation  to  a  colorectal  cancer 
screening  test  that  becomes  diagnostic 
or  therapeutic  as  any  and  all  surgical 
procedures  performed  on  the  same  date 
was  too  broad,  and  asked  that  CMS 
clarify  its  policy  to  exclude  the  services 
that  cure  not  directly  linked  to  the 
colorectal  cancer  screening  test.  Another 
commenter  requested  that  CMS  seek 
authority  under  section  4104  of  the 
Affordable  Care  Act  to  waiv'e 
coinsurance  for  a  colorectal  cancer 
screening  test,  regardless  of  the  code 
that  is  billed  for  the  establishment  of  a 
diagnosis  as  a  result  of  the  test,  or  for 
the  removal  of  tissue  or  other  matter  or 
other  procedure  that  is  furnished  in 
connection  with,  as  a  result  of,  and  in 
the  same  clinical  encounter  as  a 
screening  test,  or  at  a  minimum  waive 
the  coinsurance  requirement  for  the 
increment  of  the  procedure  that  is 
screening  in  nature. 

Response:  We  appreciate  the 
commenters’  support  of  our  proposal  to 
extend  the  waiver  of  the  deductible  to 
surgical  services  provided  on  the  same 
date  as  a  colorectal  cancer  screening 
test,  such  as  a  planned  screening 
colonoscopy,  planned  flexible 
sigmoidoscopy,  or  barium  enema,  when 
these  become  diagnostic  and  to  create  a 
HCPCS  modifier  that  would  be 
appended  to  the  diagnostic  procedure 
code  that  is  reported  instead  of  the 
screening  colonoscopy  or  screening 
flexible  sigmoidoscopy  HCPCS  code  or 
as  a  result  of  the  barium  enema  w'hen 


the  screening  test  becomes  a  diagnostic 
service. 

We  do  not  agree  with  the  commenter 
that  recognizing  all  surgical  procedures 
performed  on  the  same  date  as  the 
colorectal  cancer  screening  that 
becomes  diagnostic  or  therapeutic  as 
being  furnished  in  connection  with  or  in 
relation  to  the  screening  test  is  too 
broad,  because  we  believe  it  is  highly 
unlikely  that  an  unrelated  surgery 
would  take  place  on  the  same  day  as  a 
scheduled  screening  test.  We  note  that 
section  4104  of  the  Affordable  Care  Act 
only  grants  us  the  authority  to  waive  the 
deductible  for  a  colorectal  cancer 
screening  test  when  it  is  billed  for  the 
establishment  of  a  diagnosis  as  a  result 
of  the  test,  or  for  the  removal  of  tissue 
or  other  matter  or  other  procedure  that 
is  furnished  in  connection  with,  as  a 
result  of,  and  in  the  same  clinical 
encounter  as  a  screening  test  and  does 
not  grant  us  the  authority  to  waive  the 
coinsurance  in  such  cases.  A  statutory 
change  would  be  required  to  waive  the 
Part  B  coinsurance  for  a  colorectal 
cancer  screening  test  that  becomes 
diagnostic  or  therapeutic. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  that  all  surgical  services 
furnished  on  the  same  date  as  a  planned 
screening  colonoscopy,  planned  flexible 
sigmoidoscopy,  or  barium  enema  be 
viewed  as  being  furnished  in  connection 
with,  as  a  result  of,  and  in  the  same 
clinical  encounter  as  the  screening  test 
for  purposes  of  implementing  section 
4104(c)(2)  of  the  Affordable  Care  Act. 

We  are  creating  new  HCPCS  modifier 
PT,  effective  January  1,  2011,  that 
providers  will  append  to  the  diagnostic 
procedure  code  that  is  reported  instead 
of  the  screening  colonoscopy  or 
screening  flexible  sigmoidoscopy 
HCPCS  code  or  as  a  result  of  the  barium 
enema  when  the  screening  test  becomes 
a  diagnostic  service. 

C.  Payment  for  Pulmonary 
Rehabilitation,  Cardiac  Rehabilitation, 
and  Intensive  Cardiac  Rehabilitation 
Services  Furnished  to  Hospitdl 
Outpatients 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60566 
through  60574),  we  addressed  the 
provisions  of  section  144(a)  of  the 
Medicare  Improvements  for  Patients  and 
Providers  Act  (MIPPA,  Pub.  L.  110- 
275).  Section  144(a)  provided  for 
Medicare  Part  B  coverage  and  payment 
for  pulmonary  and  cardiac 
rehabilitation  services,  effective  January 
1,  2010.  Medicare  Part  B  coverage  is 
provided  for  items  and  services  under  a 
cardiac  rehabilitation  (CR)  program,  a 


pulmonary  rehabilitation  (PR)  program, 
and  an  intensive  cardiac  rehabilitation 
(ICR)  program  furnished  in  a  physician’s 
office,  a  hospital  on  an  outpatient  basis, 
or  in  other  settings  as  the  Secretary 
determines  appropriate.  We  have 
received  questions  as  to  whether  a  CAH 
outpatient  department  is  a  covered 
setting  for  services  furnished  under 
these  programs  because  the 
amendments  made  to  the  Act  by  section 
144(a)  of  the  MMA  do  not  specifically 
define  CAHs  as  hospitals  for  this 
benefit. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46317),  we  clarified  that  a 
CAH  outpatient  department  is 
considered  a  covered  setting  for  PR,  CR, 
and  ICR  programs,  provided  that  the 
programs  meet  all  of  the  regulatory 
requirements  including*  but  not  limited 
to,  direct  supervision  of  all  services  by 
a  physician  as  specified  in  42  CFR 
410.27(a)(l)(iv)(A).  We  can  establish 
that  CAHs  are  a  covered  setting  because 
the  law  and  implementing  regulations 
specify  that  PR,  CR,  and  ICR  services  are 
covered  in  the  hospital  outpatient 
setting,  and  we  define  a  hospital 
outpatient  in  the  regulations  and 
program  instructions  as  “a  person  *  *  * 
who  *  *  *  receives  services  *  *  * 
directly  from  the  hospital  or  CAH”  (42 
CFR  410.2  and  the  Medicare  Benefit 
Policy  Manual,  Chapter  6,  Section  20. i, 
available  at  the  CMS  Web  site  at: 
http:/ /ww'w. cms.gov/ manuals/ 
Downloads/bpl02c06.pdf).  We  also 
noted  that  under  section  1861(e)  of  the 
Act,  the  context  of  the  term  “hospital”  as 
used  in  the  coverage  provisions  for  PR, 
CR,  and  ICR  reflects  the  inclusion  of 
CAHs. 

We  did  not  receive  any  public 
comments  on  our  Clarification’  of  this 
policy  as  finalized  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60566  through  60574). 

D.  Expansion  of  Multiple  Procedure 
Payment  Reduction  Under  the  Medicare 
Physician  Fee  Schedule  (MPFS)  to 
Therapy  Sendees 

Hospitals  are  paid  for  outpatient 
physical  therapy  (which  includes 
speech  language  pathology  services)  and 
outpatient  occupational  therapy  under 
the  Medicare  Physician  Fee  Schedule 
(MPFS).  Outpatient  physical  therapy 
(which  includes  speech  language 
pathology  services)  and  outpatient 
occupational  therapy  services,  as 
described  in  section  1833(a)(8)  of  the 
Act,  are  excluded  from  the  OPPS  by 
section  1833(t)(l)(B)(iv)  of  the  Act. 
Section  1833(a)(8)  of  the  Act  provides 
that  outpatient  physical  and 
occupational  therapy  are  to  be  paid  as 
provided  in  section  1834(k)  of  the  Act. 
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Section  1834(k)(3l  of  the  Act  specifies 
that  these  services  are  paid  under  the 
fee  schedule  established  under  section 
1848  of  the  Act,  and  section  1848  of  the 
Act  establishes  payment  under  the 
MPFS. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46317),  we  noted  that  we 
proposed  to  revise  the  MPFS  to  apply  a 
multiple  procedure  payment  reduction 
to  payment  for  all  outpatient  physical 
and  occupational  therapy  services  paid 
under  the  MPFS.  We  indicated  that  this 
proposal  was  contained  in  the  CY  2011 
MPFS  proposed  rule  (CMS-1503-P)  (75 
FR  40075).  To  be  considered  in  the 
development  of  the  final  policy  for  CY 
2011,  individuals  were  instructed  to 
submit  public  comments  on  this  issue  in 
response  to  the  CY  2011  MPFS 
proposed  rule. 

As  we  stated  in  the  CY  201'^OPPS/ 
ASC  proposed  rule,  our  proposal  to 


expand  the  multiple  procedure  payment 
reduction  under  the  MPFS  to  therapy 
services  was  included  in  the  CY  2011 
MPFS  proposed  rule  because  payment 
to  hospitals  for  outpatient  therapy 
services  is  made  under  the  MPFS.  We 
refer  readers  to  the  CY  2011  MPFS  final 
rule  with  comment  period  for  our 
discussion  of  public  comments  we 
received  and  for  the  statement  of  CMS 
policy  in  this  regard  for  CY  2011. 

XIII.  OPPS  Payment  Status  and 
Comment  Indicators 

A.  OPPS  Payment  Status  Indicator 
Definitions 

Payment  status  indicators  (Sis)  that 
we  assign  to  HCPCS  codes  and  APCs 
play  an  important  role  in  determining 
payment  for  services  under  the  OPPS. 
They  indicate  whether  a  service 
represented  by  a  HCPCS  code  is  payable 


under  the  OPPS  or  another  payment 
system  and  also  whether  particular 
OPPS  policies  apply  to  the  code.  The 
final  CY  2011  status  indicator 
assignments  for  APCs  and  HCPCS  codes 
are  shown  in  Addendum  A  and 
Addendum  B,  respectively,  to  this  final 
rule  with  comment  period. 

As  we  proposed  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46317 
through  46321),  for  CY  2011,  we  are  not 
making  any  changes  to  the  status  , 
indicators  that  were  listed  in 
Addendum  Dl  of  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period. 
The  final  status  indicators  are  listed  in 
the  tables  under  sections  XIII. A.I.,  2.,  3., 
and  4.  of  this  final  rule  with  comment 
period. 

1.  Payment  Status  Indicators  to 
Designate  Services  That  Are  Paid  Under 
the  OPPS 


Indicator 

Item/code/service 

'  OPPS  payment  status 

G . 

Pass-Through  Drugs  and  Biologicals  . . 

Paid  under  OPPS;  separate  APC  payment. 

H . 

Pass-Through  Device  Categories  . 

Separate  cost-based  pass-through  payment;  not  subject  to  copayment. 

K . 

Nonpass-Through  Drugs  and  Nonimplantable 
Biologicals,  including  Therapeutic  Radiopharma-  j 
ceuticals.  { 

Paid  under  OPPS;  separate  APC  payment. 

N . 

Items  and  Services  Packaged  into  APC  Rates  . ' 

*  j 

Paid  under  OPPS;  payment  is  packaged  into  payment  for  other  services. 
Therefore,  there  is  no  separate  APC  payment. 

P . 

Partial  Hospitalization .  ! 

Paid  under  OPPS;  per  diem  APC  payment. 

Q1  . . 

STVX-Packaged  Codes  . 

Paid  under  OPPS;  Addendum  B  displays  APC  assignments  when  services 
are  separately  payable. 

(1)  Packaged  APC  payment  if  billed  on  the  same  date  of  service  as  a 
HCPCS  code  assigned  status  indicator  “S,”  “T,”  “V,”  or  “X.” 

(2)  In  all  other  circumstances,  payment  is  made  through  a  separate  APC 
payment. 

Q2 . 

T-Packaged  Codes . 

i 

i  Paid  under  OPPS;  Addendum  B  displays  APC  assignments  when  services 
j  are  separately  payable. 

'  (1)  Packaged  APC  payment  if  billed  on  the  same  date  of  service  as  a 
HCPCS  code  assigned  status  indicator  “T.” 

(2)  In  all  other  circumstances,  payment  is  made  through  a  separate  APC 
payment. 

Q3 . 

Codes  that  may  be  paid  through  a  composite  APC 

Paid  under  OPPS;  Addendum  B  displays  APC  assignments  when  services 
are  separately  payable.  Addendum  M  displays  composite  APC  assign¬ 
ments  when  codes  are  paid  through  a  composite  APC. 

(1)  Composite  APC  payment  based  on  OPPS  composite-specific  payment 
criteria.  Payment  is  packaged  into  a  single  payment  for  specific  combina¬ 
tions  of  service. 

(2)  In  all  other  circumstances,  payment  is  made  through  a  separate  APC 
j  payment  or  packaged  into  payment  for  other  services. 

R . 

Blood  and  Blood  Products  . 

1  Paid  under  OPPS;  separate  APC  payment. 

S  . 

Significant  Procedure,  Not  Discounted  When  Mul¬ 
tiple. 

Paid  under  OPPS;  separate  APC  payment. 

T  . 

Significant  Procedure,  Multiple  Reduction  Applies 

Paid  under  OPPS;  separate  APC  payment. 

U . 

Brachytherapy  Sources . 

Paid  under  OPPS;  separate  APC  payment. 

V  . 

Clinic  or  Emergency  Department  Visit . . . . 

Paid  under  OPPS;  separate  APC  payment. 

X  . 

Ancillary  Services . 

Paid  under  OPPS;  separate  APC  payment. 

i 


Section  142  of  Public  Law  110-275 
(MIPPA)  required  CMS  to  pay  for 
therapeufic  radiopharmaceuticals  for 
the  period  of  July  1,  2008,  through 
December  31,  2009,  at  hospitals’  charges 
adjusted  to  the  costs.  The  status 
indicator  “H”  was  assigned  to 
therapeutic  radiopharmaceuticals  to 
indicate  that  an  item  was  paid  at 


charges  adjusted  to  cost  during  CY  2009. 
In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60593),  we 
'changed  our  policy  to  pay  prospectively 
and  separately  for  therapeutic 
radiopharmaceuticals  with  average  per 
day  costs  greater  than  the  CY  2010  drug 
packaging  threshold  of  S65  under  the 
OPPS.  Therefore,  we  changed  the  status 


indicator  for  HCPCS  codes  used  to 
report  separately  payable  therapeutic 
radiopharmaceuticals  from  “H”  to  “K,” 
which  indicated  that  an  item  is 
separately  paid  under  the  OPPS  at  the 
APC  payment  rate  established  for  the 
item.  We  refer  readers  to  section  V.B..5. 
of  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  for  discussion  of 
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the  final  CY  2010  changes  to  our 
payment  policy  for  therapeutic 
radiopharmaceuticals  (74  FR  60593). 

For  CY  2011  OPPS,  as  we  proposed,  we 
are  continuing  to  pay  for  therapeutic 
radiopharmaceuticals  under  the  OPPS  at 
the  APC  payment  rate  established  for 
the  item.  (We  refer  readers  to  our 
discussion  of  payment  of  therapeutic 
radiopharmaceuticals  in  section  V.B.3. 
of  this  final  rule  with  comment  period.) 

For  CY  2010,  we  established  a  policy 
to  consider  implantable  biologicals  that 
are  not  on  pass-through  status  as  a 
biological  before  January  1,  2010,  as 
devices  for  pass-through  evaluation  and 
payment  beginning  in  CY  2010. 
Therefore,  pass-through  implantable 
biologicals  were  assigned  a  status 
indicator  of  “H,”  while  nonpass-through 
implantable  biologicals  were  assigned  a 
status  indicator  of  “N”  beginning  in  CY 
2010.  Those  implantable  biologicals  that 


have  been  granted  pass-through  status 
under  the  drug  and  biological  criteria 
prior  to  January  1,  2010,  continued  to  be 
assigned  a  status  indicator  of  “G”  until 
they  are  proposed  for  expiration  fi'om 
pass-through  status  during  our  annual 
rulemaking  cycle.  In  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60593),  we  assigned  status  indicator 
“K”  to  nonimplantable  biologicals  and 
adjusted  the  definition  of  status 
indicator  “K”  accordingly.  As  we 
proposed,  for  CY  2011,  we  are  not 
making  any  changes  to  current  policy. 
We  discuss  our  treatment  of  drugs, 
bidlogicals,  and  radiopharmaceuticals 
with  new  or  continuing  pass-through 
status  in  CY  2011  in  section  V.A.3.  of 
this  final  rule  with  comment  period, 
and  we  discuss  our  treatment  of  drugs 
and  biologicals  with  expiring  pass¬ 
through  status  in  CY  2010  including  the 
specific  implantable  biologicals  to 


which  this  policy  applies  for  CY  2011 
OPPS  in  section  V.A.2.  of  this  final  rule 
with  comment  period. 

We  did  not  receive  any  public 
comments  regarding  definitions  of  the 
payment  status  indicators  that  designate 
services  that  are  paid  under  the  OPPS. 
Therefore,  for  the  reasons  set  forth  in 
the  proposed  rule  (75  FR  46318),  we  are 
finalizing  our  CY  2011  proposal  to 
continue  the  current  definitions  without 
modification. 

The  CY  2011  final  status  indicators 
are  displayed  in  both  the  table  above 
and  in  Addendum  Dl  to  this  final  rule 
with  comment  period. 

2.  Payment  Status  Indicators  To 
Designate  Services  That  Are  Paid  Under 
a  Payment  System  Other  Than  the  OPPS 

We  did  not  propose  to  make  any 
changes  tojthe  status  indicators  listed 
below  for  the  CY  2011  OPPS. 


'  Indicator  ! 

Item/Code/Service '  | 

OPPS  payment  status 

A .  i 

1 

Services  furnished  to  a  hospital  outpatient  that  are  paid  j 
under  a  fee  schedule  or  payment  system  other  than  i 
OPPS,  for  example; 

•  Ambulance  Services . 

•  Clinical  Diagnostic  Laboratory  Services 

Non-Implantable  Prosthetic  and  Orthotic  Devices 

•  EPO  for  ESRD  Patients 

•  Physical,  Occupational,  and  Speech  Therapy 

•  Routine  Dialysis  Services  for  ESRD  Patients  Provided  in  a 
Certified  Dialysis  Unit  of  a  Hospital 

•  Diagnostic  Mammography  y 

•  Screening  Mammography 

Not  paid  under  OPPS.  Paid  by  fiscal  intermediaries/MACs 
under  a  fee  schedule  or  payment  system  other  than 
OPPS. 

Not  subject  to  deductible  or  coinsurance. 

% 

Not  subject  to  deductible. 

C . 

;  Inpatient  Procedures  . . 

Not  paid  under  OPPS.  Admit  patient.  Bill  as  inpatient. 

F  . 

;  Corneal  Tissue  Acquisition;  'Certain  CRNA  Services;  and 
Hepatitis  B  Vaccines. 

Not  paid  under  OPPS.  Paid  at  reasonable  cost. 

L  . 

‘  Influenza  Vaccine;  Pneumococcal  Pneumonia  Vaccine . 

1 

Not  paid  under  OPPS.  Paid  at  reasonable  cost;  not  subject 
to  deductible  or  coinsurance. 

M  . 

1  Items  and  Services  Not  Billable  to  the  Fiscal  Intermediary/ 
MAC. 

Not  paid  under  OPPS. 

Y . 

!  Non-Implantable  Durable  Medical  Equipment  . 

Not  paid  under  OPPS.  All  institutional  providers  other  than 
home  health  agencies  bill  to  DMERC. 

We  did  not  receive  any  public 
comments  related  to  payment  status 
indicators  that  designate  services  that 
are  paid  under  a  payment  system  other 
than  the  OPPS.  Therefore,  for  the 
reasons  set  forth  in  the  proposed  rule 
(75  FR  46320),  we  are  finalizing  our  CY 


The  CY  2011  final  status  indicators 
displayed  in  the  table  above  are  also 
displayed  in  Addendum  Dl  to  this  final 
rule  with  comment  period. 


3.  Payment  Status  Indicators  to 
Designate  Services  That  Are  Not 
Recognized  under  the  OPPS  But  That 
May  Be  Recognized  by  Other 
Institutional  Providers 

■  We  did  not  propose  changes  to  the 
status  indicators  listed  below  for  the  CY 


2011  proposal  without  modification. 

2011  OPPS. 

Indicator 

Item/Code/Service 

OPPS  payment  status 

B . 

..  !  Codes  that  are  not  recognized  by  OPPS  when  submitted  on  ! 
an  outpatient  hospital  Part  B  bill  type  (12x  and  13x). 

Not  paid  under  OPPS. 

•  May  be  paid  by  fiscal  intermediaries/MACs  when  sub¬ 
mitted  on  a  different  bill  type,  for  example,  75x  (CORF), 

1  but  not  paid  under  OPPS. 

•  An  alternate  code  that  is  recognized  by  OPPS  when  sub¬ 
mitted  on  an  outpatient  hospital  Part  B  bill  type  (12x  and 

]  13x)  may  be  available. 

1  ! 

! 

! 
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VVe  did  not  receive  any  public 
comments  regarding  payment  status 
indicators  that  designate  services  that 
are  not  recognized  under  the  OPPS  but 
that  may  be  recognized  by  other 
institutional  providers.  Therefore,  for 
the  reasons  set  forth  in  the  proposed 


Indicator 


rule  f 75  FR  46320),  we  are  finalizing, 
without  modification,  our  CY  2011 
proposal.  The  final  status  indicators 
listed  in  the  table  above  are  also 
displayed  in  Addendum  Dl  to  this  final 
rule  with  comment  period. 


4.  Payment  Status  Indicators  To 
Designate  Services  That  Are  Not' Payable 
by  Medicare  on  Outpatient  Claims 

We  did  not  propose  changes  to  the 
payment  status  indicators  listed  below 
for  the  CY  2011  OPPS. 


Item/Code/Service  i  OPPS  payment  status 

Discontinued  Codes  . . j  Not  paid  under  OPPS  or  any  other  Medicare  payment  sys- 

i  tern. 

Items,  Codes,  and  Services:  .  i  Not  paid  by  Medicare  when  submitted  on  outpatient  claims 

I  (any  outpatient  bill  type). 

•  That  are  not  covered  by  any  Medicare  outpatient  benefit  | 

based  on  statutory  exclusion..  j  •  . 

•  That  are  not  covered  by  any  Medicare  outpatient  benefit  I 

for  reasons  other  than  statutory  exclusion..  ! 

•  That  are  not  recognized  by  Medicare  for  outpatient  claims;  ! 

alternate  code  for  the  same  item  or  service  may  be  avail-  | 
able..  ) 

•  For  which  separate  payment  is  not  provided  on  outpatient  i 

claims..  i 


D 

E 


We  did  not  receive  any  public 
comments  related  to  payment  status 
indicators  that  designate  services  that 
are  not  payable  by  Medicare  on 
outpatient  claims.  Therefore,  for  the 
reasons  set  forth  in  the  proposed  rule 
(75  FR  46320),  we  are  finalizing, 
without  modification,  our  prpposal  for 
CY  2011.  The  final  status  indicators 
listed  in  the  table  above  are  also 
displayed  in  Addendum  Dl  to  this  final 
rule  with  comment  period. 

Addendum  B,  witn  a  complete  listing 
of  HCPCS  codes  including  final 
payment  status  indicators  for  each  code 
and  final  APC  assignments  for  CY  2011, 
is  available  electronically  on  the  CMS 
Web  site  under  supporting 
documentation  for  this  final  rule  with 
comment  period  at:  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/HORD/ 
list.aspttTopOfPage. 

B.  Comment  Indicator  Definitions 

'  As  we  proposed  in  the  CY  201.1 
OPPS/ASC  proposed  rule  (75  FR  46321 
and  46322),  for  the  CY  2011  OPPS,  we 
are  using  the  same  two  comment 
indicators  that  are  in  effect  for  the  CY 
2010  OPPS. 

•  “CH” — Active  HCPCS  codes  in 
current  and  next  calendar  year;  status 
indicator  and/or  APC  assignment  have 
changed  or  active  HCPCS  code  that  will 
be  discontinued  at  the  end  of  the 
current  calendar  year. 

•  “NI” — New  code  for  the  next 
calendar  year  or  existing  code  with 
substantial  revision  to  its  code 
descriptor  in  the  next  calendar  year  as 
compared  to  current  calendar  year, 
interim  APC  assignment;  comments  will 
be  accepted  on  the  interim  APC 
assignment  for  the  new  code. 


We  proposed  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46321),  to  use 
the  “CH”  comment  indicator  in  this  CY 
2011  OPPS/ASC  final  rule  with 
comment  period  to  indicate  HCPCS 
codes  for  which  the  status  indicator  or 
APC  assignment,  or  both,  will  change  in 
CY  2011  compared  to  their  assignment 
in  the  current  year. 

We  believe  that  using  the  “CH” 
indicator  in  this  CY  2011  OPPS/ASC 
final  rule  with  comment  period 
facilitates  the  public’s  review  of  the 
changes  that  we  are  making  for  CY  2011. 
The  use  of  the  comment  indicator  “CH” 
in  association  with  a  composite  APC 
indicates  that  the  configuration  of  the 
composite  APC  is  changed  in  this  CY 
2011  OPPS/ASC  final  rule  with 
comment  period. 

We  did  not  propose  any  changes  to 
our  policy  regarding  the  use  of  comment 
indicator  “NI.” 

Any  existing  HCPCS  code  numbers 
with  substantial  revisions  to  the  code 
descriptors  for  CY  2011,  compared  to 
the  CY  2010  descriptors,  such  that  we 
consider  them  to  describe  a  new^  service 
or  procedures  for  which  their  OPPS 
treatment  may  change,  are  labeled  with 
comment  indicator  “NI”  in  Addendum  B 
to  this  CY  2011  OPPS/ASC  final  rule 
with  comment  period.  We  use  comment 
indicator  “NI”  to  indicate  that  these 
HCPCS  codes  are  open  to  comment  on 
this  final  rule  with  comment  period. 
Like  all  codes  labeled  with  comment 
indicator  “NI,”  we  will  respond  to 
public  comments  and  ffnalize  their 
OPPS  treatment  in  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period. 

In  accordance  with  our  usual  practice, 
CPT  and  Level  II  HCPCS  code  numbers 
that  are  new  for  CY  2011  are  also  be 
labeled  with  comment  indicator  “NI”  in 


Addendum  B  to  this  CY  2011  OPPS/ 

ASC  final  rule  with  comment  period. 

Only  HCPCS  codes  with  comment 
indicator  “NI”  in  this  CY  2011  OPPS/ 
ASC  final  rule  with  comment  period  are 
subject  to  comment.  HCPCS  codes  that 
do  not  appear  with  comment  indicator 
“NI”  in  this  CY  2011  OPPS/ASC  final 
rule  with  comment  period  are  not  be 
open  to  public  comment,  unless  we 
specifically  request  additional 
comments  elsewhere  in  this  final  rule 
with  comment  period.  The  CY  2011 
treatment  of  HCPCS  codes  that  appears 
in  this  CY  2011  OPPS/ASC  final  rule 
with  comment  period  to  which 
comment  indicator  “NI”  is  not  appended 
were  opened  to  public  comment  during 
the  comment  period  for  the  proposed 
rule,  and  we  are  responding  to  those  ,, 
comments  in  this  final  rule  with 
comment  period. 

We  did  not  receive  any  public 
comments  on  the  proposed  comment 
indicators.  Therefore,  for  the  reasons  set 
forth  in  the  proposed  rule  (75  FR  46321 
and  46322),  we  are  finalizing,  without 
modification,  our  CY  2011  proposal  and 
are  continuing  to  use  comment 
indicators  “CH”  and  “NI”  for  CY  2011. 
Their  definitions  are  listed  in 
Addendum  D2  to  this  final  rule  with 
comment  period. 

XIV.  OPPS  Policy  and  Payment 
Recommendations 

A.  MedPAC  Recommendations 

MedPAC  was  established  under 
section  1805  of  the  Act  to  advise  the 
U.S.  Congress  on  issues  affecting  the 
Medicare  program.  As  required  under 
the  statute,  MedPAC  submits  reports  to 
Congress  not  later  than  March  and  June 
of  each  year  that  contain  its  Medicare 
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payment  policy  recommendations.  This 
section  describes  recent 
recommendations  relevant  to  the  OPPS 
thaLhave  been  made  by  MedPAC. 

The  March  1,  2010  MedPAC  “Report 
to  Congress:  Medicare  Payment  Policy’* 
included  the  following  recommendation 
relating  specifically  to  the  Medicare 
hospital  OPPS: 

Recommendation  2A-1 :  The  Congress 
should  increase  payment  rates  for  the 
acute  inpatient  and  outpatient 
prospective  payment  systems  in  2011  by 
the  projected  rate  of  increase  in  the 
hospital  market  basket  index, 
concurrent  with  implementation  of  a 
quality  incentive  payment  program. 

CMS  Response: Subsequent  to  the 
issuance  of  the  MedPAC  report. 

Congress  enacted  the  Affordable  Care 
Act.  Section  1833(t)(3)(F)  of  the  Act,  as 
added  by  section  3401  of  the  Affordable 
Care  Act  and  as  amended  by  section 
10319  of  the  Affordable  Care  Act  and 
section  1105  of  the  HCERA,  provides 
that  after  determining  the  OPD  fee 
schedule  increase  factor,  the  Secretary 
shall  reduce  such  increase  factor  by  a 
0.25  percentage  point  in  2011.  As 
discussed  in  section  II.B.  of  this  final 
rule  with  comment  period,  we  are 
increasing  the  full  CY  2011  conversion 
factor  by  the  projected  rate  of  increase 
in  the  hospital  market  basket  less  the 
mandated  0.25  percentage  point 
reduction.  Simultaneously,  for  CY  2011, 
as  proposed,  we  are  reducing  the  annual 
update  factor  by  2.0  percentage  points 
for  hospitals  that  are  defined  under 
section  1886(d)(1)(B)  of  the  Act  and  that 
do  not  meet  the  hospital  outpatient 
quality  data  reporting  required  by 
section  1833(t)(17)  of  the  Act.  VVe  are 
making  this  adjustment  after  the 
Application  of  the  0.25  percentage  point 
reduction.  For  the  adjustment  under 
section  1833(t)(17)  of  the  Act,  as 
proposed,  for  this  final  rule  with 
commenter  period,  we  calculated  two 
conversion  factors:  A  full  conversion 
factor  based  on  the  annual  update 
factor,  adjusted  by  the  0.25  percentage 
point  reduction  required  by  the 
Affordable  Care  Act  for  CY  2011;  and  a 
reduced  conversion  factor  that  reflects 
the  2.0  percentage  points  reduction  to 
the  annual  update  factor,  as  adjusted  by 
the  0.25  percentage  point  reduction. 
CMS  implemented  the  Hospital 
Outpatient  Quality  Data  Reporting 
Program  (HOP  QDRP)  in  CY  2008  and 
is  continuing  this  program  in  CY  2011 
(as  discussed  in  section  XVI.  of  this 
final  rule  with  comment  period). 

The  full  March  1,  ?010  MedPAC 
report  can  be  downloaded  from 
MedPAC’s  Web  site  at:  http:// 
www.medpac.gov/documents/ 

Marl  0_EntireReport.pdf. 


On  June  15,  2010,  MedPAC  issued  a 
report  to  Congress  titled  “Aligning 
Incentives  in  Medicare.”  The  June  15, 
2010  MedPAC  report  did’ not  contain 
any  recommendations  that  pertain  to  the 
OPPS.  The  June  15,  2010  MedPAC 
report  can  be  downloaded  from 
MedPAC’s  Web  site  at:  http:// 
www.medpac.gov/documents/ 
JunlO_EntireReport.pdf 

B.  APC  Panel  Recommendations 

Recommendations  made  by  the  APC 
Panel  at  its  February  2010  and  August 
2010  meetings  are  discussed  in  the 
sections  of  this  final  rule  with  comment 
period  that  correspond  to  topics 
addressed  by  the  APC  Panel.  The 
reports  and  recommendations  from  the 
APC  Panel’s  February  and  August  2010 
meetings  regarding  payment  under  the 
OPPS  for  CY  2011  are  available  on  the 
CMS  Web  site  at:  http://u^nv.cms.gov/ 
FACA/05_AdvisoryPanelonAmbulatory 
Paym  en  tCJassifica  tion  Gro  ups.asp.- 

C.  OIG  Recommendations 

The  mission  of  the  Office  of  the 
InspectoffGeneral  (OIG),  as  mandated  by 
Public  Law  95—452,  as  amended,  is  to 
protect  the  integrity  of  the  U.S. 
Department  of  Health  and  Hum.an 
Services  (HHS)  programs,  as  well  as  the 
health  and  welfare  of  beneficiaries 
served  by  those  programs.  This  statutory 
mission  is  carried  out  through  a 
nationwide  network  of  audits, 
investigations,  and  inspections.  On 
October  22,  2010,  the  OIG  published 
memorandum  report  “Payment  for  Drugs 
Under  the  Hospital  Outpatient 
Prospective  Payment  System,”  OIG— 03- 
09-00420.  The  report  may  be  viewed  at 
http://oig.hhs.gOv/oei/reports/oei-03-09- 
00420.pdf.  CMS  has  begun  evaluating 
the  recommendations  contained  in  this 
report. 

XV.  Updates  to  the  Ambulatory 
Surgical  Center  (ASC)  Payment  System 

A.  Background 

1.  Legislative  Authority  for  the  ASC 
Payment  System 

Section  1832(a)(2)(F)(i)  of  the  Act 
provides  that  benefits  under  Medicare 
Part  B  include  payment  for  facility 
services  furnished  in  connection  with 
surgical  procedures  specified  by  the 
Secretary  that  are  performed  in  an 
Ambulatory  Surgical  Center  (ASC).  To 
participate  in  the  Medicare  program  as 
an  ASC,  a  facility  must  meet  the 
standards  specified  in  section 
1832(a)(2)(F)(i)  of  the  Act,  which  are  set 
forth  in  42  CFR  Part  416,  Subpart  B  and 
Subpart  C  of  our  regulations.  The 
regulations  at  42  CFR  Part  416,  Subpart 
B  describe  the  general  conditions  and 


requirements  for  ASCs,  and  the 
regulations  at  Subpart  C  explain  the 
specific  conditions  for  coverage  for 
ASCs. 

Section  141(b)  of  the  Social  Security 
Act  Amendments  of  1994,  Public  Law 
103-432,  required  establishment  of  a 
process  for  reviewing  the 
appropriateness  of  the  payment  amount 
provided  under  section  1833(i)(2)(A)(iii) 
of  the  Act  for  intraocular  lenses  (lOLs) 
that  belong  to  a  class  of  new  technology 
intraocular  lenses  (NTIOLs).  That 
process  was  the  subject  of  a  final  rule 
entitled  “Adjustment  in  Payment 
Amounts  for  New  Technology 
Intraocular  Lenses  Furnished  by 
Ambulatory  Surgical  Centers,” 
published  on  June  16,  1999,  in  the 
Federal  Register  (64  FR  32198). 

Section  626(b)  of  the  Medicare 
Prescription  Drug,  improvement,  and 
Modernization  Act  of  2003  (MMA), 
Public  Law  108-173,  added 
subparagraph  (D)  to  section  1833(i)(2)  of 
the  Act,  which  required  the  Secretary  to 
implement  a  revised  ASC  payment 
system  to  be  effective  not  later  than 
January  1,  2008.  Section  626(c)  of  the 
MMA  amended  section  1833(a)(1)  of  the 
Act  by  adding  new  subparagraph  (G), 
which  requires  that,  beginning  with 
implementation  of  the  revised  ASC 
payment  system,  payment  for  surgical 
procedures  furnished  in  ASCs  shall  be 
80  percent  of  the  lesser  of  the  actual 
charge  for  the  services  or  the  amount 
determined  by  the  Secretary  under  the 
revised  payment  system. 

Section  5103  of  the  Deficit  Reduction 
Act  of  2005  (DRA),  Public  Law  109-171, 
amended  section  1833(i)(2)  of  the  Act  by 
adding  new  subparagraph  (E)  to  place  a 
limitation  on  payment  amounts  for 
surgical  procedures  furnished  in  ASCs 
on  or  after  January  1,  2007,  but  before 
the  effective  date  of  the  revised  ASC 
payment  system  (that  is,  January  1, 
2008).  Section  1833(i)(2)(E)  of  the  Act 
provides  that  if  the  standard  overhead 
amount  under  section  1833(i)(2)(A)  of 
the  Act  for  an  ASC  facility  service  for 
such  surgical  procedures,  without 
application  of  any  geographic 
adjustment,  exceeds  the  Medicare 
payment  amount  under  the  hospital 
OPPS  for  the  service  for  that  year, 
without  application  of  any  geographic 
adjustment,  the  Secretary  shall 
substitute  the  OPPS  payment  amount 
for  the  ASC  standard  overhead  amount. 

Section  109(b)  of  the  Medicare 
Improvements  and  Extension  Act  of 
2006  of  the  Tax  Relief  and  Health  Care 
Act  of  2006  (MIEA-TRHCA),  Public 
Law  109-432,  amended  section 
1833(i)(2)(D)  of  the  Act,  in  part,  by 
redesignating  clause  (iv)  as  clause  (v) 
and  adding  a  new  clause  (iv)  and  by 
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adding  new  section  1833(i)(7)(A).  These 
amendments  provide  the  Secretary  the 
authority  to  require  ASCs  to  submit  data 
on  quality  measures  and  to  reduce  the 
annual  update  by  2  percentage  points 
for  an  ASC  that  fails  to  submit  data  as 
required  by  the  Secretary  on  selected 
quality  measures.  Section  109(b)  of  the 
MIEA-TRHCA  also  amended  section 
1833(i)  of  the  Act  by  adding  new  section 
1833(i)(7)(B),  which  requires  that,  to  the 
extent  the  Secretary  establishes  such  an 
ASC  quality  reporting  program,  certain 
quality  of  care  reporting  requirements 
mandated  for  hospitals  paid  under  the 
OPPS,  under  sections  1833(t)(17)(B),  (C), 
(D)  and  (E)  of  the  Act,  as  added  by 
section  109(a)  of  the  MIEA-TRHCA,  be 
applied  in  a  similar  manner  to  ASCs 
unless  otherwise  specified  by  the 
Secretary. 

Sections  4104  and  10406  of  the 
Affordable  Care  Act,  Public  Law  111- 
148,  amend  sections  1833(a)(1)  and 
(b)(1)  of  the  Act  to  waive  the 
coinsurance  and  the  Part  B  deductible 
for  those  preventive  services  under 
section  1861(ddd)(3)(A)  of  the  Act  as 
described  in  section  1861(ww)(2)  of  the 
Act  (excluding  electrocardiograms)  that 
are  recommended  by  the  United  States 
Preventive  Services  Task  Force 
(USPSTF)  with  a  grade  of  A  or  B  for  any 
indication  or  population  and  that  are 
appropriate  for  the  individual.  Section 
4104(c)  of  the  Affordable  Care  Act 
amends  section  1833(b)(1)  of  the  Act  to 
waive  the  Part  B  deductible  for 
colorectal  cancer  screening  tests  that 
become  diagnostic.  These  provisions 
apply  to  these  items  and  services 
furnished  in  an  ASC  on  or  after  January 
1,2011. 

Section  3401(k)  of  the  Affordable  Care 
Act  amends  section  1833(i)(2)(D)  of  the 
Act  to  require  that,  effective  for  CY  2011 
and  subsequent  years,  any  annual 
update  under  the  ASC  payment  system 
be  reduced  by  a  productivity, 
adjustment,  which  is  equal  to  the  10- 
year  moving  average  of  changes  in 
annual  economy-wide  private  nonfarm 
business  multi -factor  productivity  (as 
projected  by  the  Secretary  for  the  10- 
year  period  ending  with  the  applicable 
fiscal  year,  year,  cost  reporting  period, 
or  other  annual  period).  Application  of 
this  productivity  adjustment  to  the  ASC 
payment  system  may  result  in  the 
update  to  the  ASC  payment  system 
being  less  than  zero  for  a  year  and  may 
result  in  payment  rates  under  the  ASC 
payment  system  for  a  year  being  less 
than  such  payment  rates  for  the 
preceding  year. 

For  a  detailed  discussion  of  the 
legislative  history  related  to  ASCs,  we 
refer  readers  to  the  June  12,  1998 


proposed  rule  (63  FR  32291  through 
32292). 

2.  Prior  Rulemaking 

On  August  2,  2007,  we  published  in 
the  Federal  Register  (72  FR  42470)  the 
final  rule  for  the  revised  ASC  payment 
system,  effective  January  1,  2008  (the 
“August  2,  2007  final  rule”).  In  that  final 
rule,  we  revised  our  criteria  for 
identifying  surgical  procedures  that  are 
eligible  for  Medicare  payment  when 
furnished  in  ASCs  and  adopted  the 
method  we  would  use  to  set  payment 
rates  for  ASC  covered  surgical 
procedures  and  covered  ancillary 
services  furnished  in  association  with 
those  covered  surgical  procedures 
beginning  in  CY  2008.  We  also 
established  a  policy  for  treating  new  and 
revised  HCPCS  and  CPT  codes 
(Physicians’  Current  Procedural 
Terminology)  under  the  ASC  payment 
system.  This  policy  is  consistent  with 
the  OPPS  to  the  extent  possible  (72  FR 
42533).  Additionally,  we  established  a 
standard  ASC  ratesetting  methodology 
that  bases  payment  for  most  services  on 
the  list  of  ASC  covered  surgical 
procedures  on  the  OPPS  relative 
payment  weight  multiplied  by  an  ASC 
conversion  factor.  We  also  established 
modifications  to  this  methodology  for 
subsets  of  services,  such  as  device¬ 
intensive  services  (where  the  estimated 
device  portion  of  the  ASC  payment  is 
the  same  as  that  paid  under  the  OPPS) 
and  services  that  are  predominantly 
performed  in  the  office  setting  and 
covered  ancillary  radiology  services 
(where  ASC  payment  may  be  based  on 
the  MPFS  non-facility  practice  expense 
(PE)  Relative  Value  Units  (RVUs)). 
Additionally,  we  established  a  policy 
for  updating  the  conversion  factor,  the 
relative  payment  weights,  and  the  ASC 
payment  rates  on  an  annual  basis.  We 
also  annually  update  the  list  of 
procedures  for  which  Medicare  would 
not  make  an  ASC  payment. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66827),  we 
updated  and  finalized  the  CY  2008  ASC 
rates  and  lists  of  covered  surgical 
procedures  and  covered  ancillary 
services.  We  also  made  regulatory 
changes  tQ.42  CFR  Parts  411,  414,  and 
416  related  to  our  final  policies  to 
provide  payments  to  physicians  who 
perform  noncovered  ASC  procedures  in 
ASCs  based  on  the  facility  PE  RVUs,  to 
exclude  covered  ancillary  radiology 
services  and  covered  ancillary  drugs 
and  biologicals  frorti  the  categories  of 
designated  health  services  (DHS)  that 
are  subject  to  the  physician  self-referral 
prohibition,  and  to  reduce  ASC 
payments  for  surgical  procedures  when 
the  AuSC  receives  full  or  partial  credit 


toward  the  cost  of  the  implantable 
device.  In  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  (73  FR 
68722),  we  updated  and  finalized  the 
CY  2009  ASC  rates  and  lists  of  covered 
surgical  procedures  and  covered 
ancillary  services. 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60596),  we 
updated  and  finalized  the  CY  2010  ASC 
rates  and  lists  of  covered  surgical 
procedures  and  covered  ancillary 
services.  We  also  corrected  some  of 
those  ASC  rates  in  a  correction  notice 
published  in  the  Federal  Register  on 
December  31,  2009  (74  FR  69502).  In 
that  correction  notice,  we  revised  the 
ASC  rates  to  reflect  changes  in  the 
MPFS  conversion  factor  and  PE  RVUs 
listed  for  some  CPT  codes  in  Addendum 
B  to  the  CY  2010  MPFS  final  rule  with 
comment  period  (74  FR  62017),  which 
were  incorrect  due  to  methodological 
errors  and,  consequently,  were  corrected 
in  a  correction  notice  to  that  final  rule 
with  comment  period  (74  FR  65449).  We 
also  published  a  second  correction 
notice  in  the  Federal  Register,  to 
address  changes  to  the  ASC  rates 
resulting  from  corrections  to  the  PE 
RVUs  identified  subsequent  to 
publication  of  the  December  31,  2009 
correction  notice  (75  FR  45700).  Finally; 
we  published  a  notice  in  the  Federal 
Register,  to  reflect  changes  to  CY  2010 
ASC  payment  rates  for  certain  ASC 
services  due  to  changes  to  the  OPPS  and 
MPFS  under  the  Affordable  Care  Act 
and  to  reflect  technical  changes  to  the 
ASC  payment  rates  announced  in  prior 
correction  notices  (75  FR  45769). 

3.  Policies  Governing  Changes  to  the 
Lists  of  Codes  and  Payment  Rates  for 
ASC  Covered  Surgical  Procedures  and 
Covered  Ancillary  Services 

The  August  2,  2007  final  rule 
established  our  policies  for  determining 
which  procedures  are  ASC  covered 
surgical  procedures  and  covered 
ancillary  services.  Under  §§416.2  and 
416.166  of  the  regulations,  subject  to 
certain  exclusions,  covered  surgical 
procedures  are  surgical  procedures  that 
are  separately  paid  under  the  OPPS,  that 
would  not  be  expected  to  pose  a 
significant  risk  to  beneficiary  safety 
when  performed  in  an  ASC,  and  that 
would  not  be  expected  to  require  active 
medical  monitoring  and  care  at 
midnight  following  the  procedure 
(“overnight  stay”).  We  adopted  this 
standard  for  defining  which  surgical 
procedures  are  covered  surgical 
procedures  under  the  ASC  payment 
system  as  an  indicator  of  the  complexity 
of  the  procedure  and  its  appropriateness 
for  Medicare  payment  in  ASCs.  We  use 
this  standard  only  for  purposes  of 
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evaluating  procedures  to  determine 
whether  or  not  they  are  appropriate  for 
Medicare  beneficiaries  in  ASCs.  We 
define  surgical  procedures  as  those 
described  by  Category  I  Current 
Procedural  Terminology  (CPT)  codes  in 
the  surgical  range  from  10000  through 
69999,  as  well  as  those  Category  III  CPT 
codes  and  Level  II  Healthcare  Common 
Procedure  Coding  System  (HCPCS) 
codes  that  crosswalk  or  are  clinically 
similar  to  ASC  covered  surgical 
procedures  (72  FR  42478).  We  note  that 
we  added  over  800  s.urgical  procedures 
to  the  list  of  covered  surgical  procedures 
for  ASC  payment  in  CY  2008,  the  first 
year  of  the  revised  ASC  payment 
system,  based  on  the  criteria  for 
payment  that  we  adopted  in  the  August 
2,  2007  final  rule  as  described  above  in 
this  section.  Patient  safety  and  health 
outcomes  continue  to  be  important  to  us 
as  more  health  care  moves  to  the 
ambulatory  care  setting.  Therefore,  as 
we  gain  additional  experience  with  the 
ASC  payment  system,  we  are  interested 
in  any  information  the  public  may  have 
regarding  the  comparative  patient 
outcomes  of  surgical  care  provided  in 
ambulatory  settings,  including  HOPDs, 
ASCs,  and  physicians’  offices, 
particularly  with  regard  to  the  Medicare 
population. 

In  the  August  2,  2007  final  rule,  we 
also  established  our  policy  to  make 
separate  ASC  payments  for  the 
following  ancillary  items  and  services 
when  they  are  provided  integral  to  ASC 
covered  surgical  procedures: 
Brachytherapy  sources;  certain 
implantable  items  that  have  pass¬ 
through  status  under  the  OPPS;  certain 
items  and  services  that  we  designate  as 
contractor-priced,  including,  but  not 
limited  to,  procurement  of  corneal 
tissue;  certain  drugs  and  biologicals  for 
which  separate  payment  is  allowed 
under  the  OPPS;  and  certain  radiology 
services  for  which  separate  payment  is 
allowed  under  the  OPPS.  These  covered 
ancillary  services  are  specified  in 
§  416.164(b)  and,  as  stated  previously, 
are  eligible  for  separate  ASC  payment 
(72  FR  42495).  Payment  for  ancillary 
items  and  services  that  are  not  paid 
separately  under  the  ASC  payment 
system  is  packaged  into  the  ASC 
payment  for  the  covered  surgical 
procedure. 

We  update  the  lists  of,  and  payment 
rates  for,  covered  surgical  procedures 
and  covered  ancillary  services,  in 
conjunction  with  the  annual  proposed 
and  final  rulemaking  process  to  update 
the  OPPS  and  the  ASC  payment  system 
(§  416.1 73;  72  FR  42535).  In  addition,  as 
discussed  in  detail  below  in  section 
XV.B.,  because  we  base  ASC  payment 
policies  for  covered  surgical  procedures. 


drugs,  biologicals,  and  certain  other 
covered  ancillary  services  on  the  OPPS 
payment  policies,  we  also  provide 
quarterly  updates  for  ASC  services 
throughout  the  year  (January,  April, 

July,  and  October),  just  as  we  do  for  the 
OPPS.  The  updates  are  to  irtiplement 
newly  created  Level  II  HCPCS  and 
Category  III  CPT  codes  for  ASC  payment 
and  to  update  the  payment  rates  for 
separately  paid  drugs  and  biologicals 
based  on  the  most  recently  submitted 
ASP  data.  New  Category  I  CPT  codes, 
except  vaccine  codes,  are  released  only 
once  a  year  and,  therefore,  are 
implemented  through  the  January 
quarterly  update.  New  Category  I  CPT 
vaccine  codes  are  released  twice  a  year 
and  thus  are  implemented  through  the 
January  and  July  quarterly  updates. 

In  our  annual  updates  to  the  ASC  list 
of,  and  payment  rates  for,  covered 
surgical  procedures  and  covered 
ancillary  services,  we  undertake  a 
review  of  excluded  surgical  procedures 
(including  all  procedures  newly 
proposed  for  removal  from  the  OPPS 
inpatient  list),  new  procedures,  and 
procedures  for  which  there  is  revised 
coding,  to  identify  any  that  we  believe 
meet  the  criteria  for  designation  as  ASC 
covered  surgical  procedures  or  covered 
ancillary  services.  Updating  the  lists  of 
covered  surgical  procedures  and 
covered  ancillary  services,  as  well  as 
their  payment  rates,  in  association  with 
the  annual  OPPS  rulemaking  cycle  is 
particularly  important  because  the 
OPPS  relative  payment  weights  and,  in 
some  cases,  payment  rates,  are  used  as 
the  basis  for  the  payment  of  covered 
surgical  procedures  and  covered 
ancillary  services  under  the  revised  ASC 
payment  system.  This  joint  update 
process  ensures  that  the  ASC  updates 
occur  in  a  regular,  predictable,  and 
timely  manner. 

Comment:  Several  commenters 
provided  a  number  of  general 
suggestions  related  to  the  ASC  list  of 
cov'^ered  surgical  procedures.  They 
contended  that  CMS  should  not  restrict 
which  procedures  are  payable  in  ASCs 
any  more  than  CMS  restricts  which 
procedures  are  payable  in  HOPDs. 
According  to  the  commenters,  when 
CMS  declines  to  add  a  service  to  the 
ASC  list  that  can  be  performed  in 
hospitals  and  physician  offices,  CMS 
should  articulate  a  clinical  rationale  for 
why  the  procedure  should  be  excluded 
from  the  ASC  setting.  They  also  stated 
that  CMS  should  use  as  one  of  its 
evaluation  measures  for  additions  to  the 
ASC  list  the  number  of  p/ocedures 
performed  in  the  office  setting.  Some 
commenters  urged  CMS  to  eliminate 
unlisted  codes  from  the  exclusionary 
criteria  at  §  416.166(c),  and  other 


commenters  requested  that  ASCs  be 
allowed  to  use  unlisted  codes  to  bill  for 
procedures  that  are  from  anatomic  sites 
that  could  not  possibly  pose  a  potential 
risk  to  beneficiary  safety.  The 
commenters  reported  that  unlisted 
codes  enable  surgeons  to  utilize 
innovative  techniques  or  new 
technologies  and  are  paid  under  the 
OPPS  and  by  commercial  insurers.  They 
suggested  that  ASCs  could  provide 
documentation  to  the  contractor  that 
explains  and  justifies  the  procedure 
reported  by  an  unlisted  code;  thus 
ensuring  that  Medicare  does  not  make 
payment  for  a  service  that  would 
otherwise  be  excluded  from  payment. 

Response:  We  appreciate  me 
commenters’  suggestions  related  to  our 
decisions  about  which  procedures  are 
excluded  from  the  ASC  list  of  covered 
surgical  procedures.  However,  as  we 
explained  in  the  August  2,  2007  final 
rule  (72  FR  42479),  we  do  not  believe 
that  all  procedures  that  are  appropriate 
for  performance  in  HOPDs  are 
appropriate  in  ASCs.  HOPDs  are  able  to 
provide  much  higher  acuity  care  than 
ASCs.  ASCs  have  neither  patient  safety 
standards  consistent  with  those  in  place 
for  hospitals,  nor  are  they  required  to 
have  the  trained  staff  and  equipment 
needed  to  provide  the  breadth  and 
intensity  of  care  that  hospitals  are 
required  to  maintain.  Therefore,  there 
are  some  procedures  that  we  believe 
may  be  appropriately  provided  in  the 
HOPD  setting  that  are  unsafe  for 
performance  in  ASCs.  Thus,  we  are  not 
modifying  our  policy  and  will  continue 
to  exclude  certain  procedures  for  which 
payment  is  made  in  HOPDs  from  the 
ASC  list  of  covered  surgical  procedures. 

We  do  not  agree  with  the  commenters’ 
request  that  we  provide  specific  reasons 
for  our  decisions  to  exclude  each 
procedure  from  the  ASC  list  of  covered 
surgical  procedures.  Our  decisions  to 
exclude  procedures  from  the  ASC  list 
are  based  on  a  number  of  the  criteria 
listed  at  §  416.166  of  the  regulations, 
and  we  believe  that  it  would  be 
unnecessary  and  overly  burdensome  to 
list  each  reason  for  those  decisions.  As 
we  have  stated  in  the  past  (74  FR 
60598),  we  continue  to  believe  that 
these  reasons  are  sufficiently  specific  to 
enable  the  public  to  provide  meaningful 
comments  on  our  decisions  to  exclude 
procedures  from  the  list  of  covered 
surgical  procedures.  In  response  to  the 
commenter’s  request  that  we  use  as  one 
of  our  evaluation  measures  for  additions 
to  the  ASC  list  the  number  of 
procedures  performed  in  the  office 
setting,  we  note  that  the  criteria  listed 
in  §416.166  do  not  include  the  number 
of  procedures  done  in  the  office  setting. 
We  also  do  not  agree  with  the 
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commenters’  recommendation  that  we 
include  certain  unlisted  codes  on  the 
list  of  covered  procedures.  Even  though 
it  may  be  highly  unlikely  that  any 
procedures  that  would  be  expected  to 
pose  a  significant  risk  to  beneficiary 
safety  when  performed  in  an  ASC  or 
expected  to  require  an  overnight  stay 
would  be  reported  by  an  unlisted  code 
from  certain  anatomic  sites,  we  cannot 
know  what  surgical  procedure  is  being 
reported  by  an  unlisted  code.  Therefore, 
as  we  have  explained  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60598),  because  we 
cannot  evaluate  any  such  procedure,  we 
continue  to  believe  that  we  must . 
exclude  unlisted  codes  as  a  group  from 
the  list  of  covered  surgical  procedures. 

We  also  do  not  believe  it  is  reasonable, 
or  within  the  scope  of  our  contractors’ 
work,  to  accept  the  commenters’ 
suggestion  that  ASCs  could  provide 
documentation  to  our  Medicare 
contractors  in  order  for  the  contractors 
to  make  a  determination  about  whether 
or  not  a  procedure  that  was  billed  using 
an  unlisted  code  represented  a 
significant  risk  to  beneficiary  safety  or 
would  be  expected  to  require  an 
overnight  stay. 

After  consideration  of  the  public 
comments  we  received,  we  are 
continuing  our  established  policies 
without  modification  for  determining 
which  procedures  are  ASC  covered 
surgical  procedures  and  covered 
ancillary  services.  , 

B.  Treatment  of  New  Codes 

1.  Process  for  Recognizing  New  Category 

I  and  Categorv  III  CPT  Codes  and  Level 

II  HCPCS  Codes 

CPT  and  Level  II  HCPCS  codes  are 
used  to  report  procedures,  services, 
items,  and  supplies  under  the  ASC 
payment  system.  Specifically,  we 
recognize  the  following  codes  on  ASC 
claims:  (1)  Category  I  CPT  codes,  which 
describe  medical  services  and 
procedures;  (2)  Category  III  CPT  codes, 
which  describe  new  and  emerging 
technologies,  services,  and  procedures; 
and  (3)  Level  II  HCPCS  codes,"  which  are 
used  primarily  to  identify  products, 
supplies,  temporary  procedures,  and 
services  not  described  by  CPT  codes. 
CPT  codes  are  established  by  the 
American  Medical  Association  (AMA) 
and  the  Level  II  HCPCS  codes  are 
established  by  the  CMS  HCPCS 
Workgroup.  These  codes  are  updated 
and  changed  throughout  the  year.  CPT 
and  HCPCS  code  changes  that  affect 
ASCs  are  addressed  both  through  the 
ASC  quarterly  update  Change  Requests 
(CRs)  and  through  the  annual 
rulemaking  cycle.  CMS  releases  new 


Level  II  HCPCS  codes  to  the  public  or 
recognizes  the  release  of  new  CPT  codes 
by  the  AMA  and  makes  these  codes 
effective  (that  is,  the  codes  are 
recognized  on  Medicare  claims)  outside 
of  the  formal  rulemaking  process  via 
ASC  quarterly  update  CRs.  This 
quarterly  process  offers  ASCs  access  to 
codes  that  may  more  accurately  describe 
items  or  services  furnished  and/or 
provides  payment  or  more  accurate 
payment  for  these  items  or  services  in 
a  more  timely  manner  than  if  we  waited 
for  the  annual  rulemaking  process.  We 
solicit  comments  on  the  new  codes 
recognized  for  ASC  payment  and 
finalize  our  proposals  related  to  these  • 
codes  through  our  annual  rulemaking 
process. 

We  finalized  a  policy  in  the  August  2, 
2007  final  rule  to  evaluate  each  year  all 
new  Category  I  and  Category  III  CPT 
codes  and  Level  II  HCPCS  codes  that 
describe  surgical  procedures,  and  to 
make  preliminary  determinations  in  the 
annual  OPPS/ASC  final  rule  with 
comment  period  regarding  whether  or 
not  they  meet  the  criteria  for  payment 
in  the  ASC  setting  as  covered  surgical 
procedures  and,  if  so,  whether  they  are 
office-based  procedures  (72  FR  42533 
through  42535).  In  addition,  we  identify 
new  codes  as  ASC  covered  ancillary 
services  based  upon  the  final  payment 
policies  of  the  revised  ASC  payment 
system. 

■  In  Table  39  of  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46325),  we 
summarized  our  proposed  process  for 
updating  the  HCPCS  codes  recognized 
under  the  ASC  payment  system. 

This  process  is  discussed  in  detail 
below  and  we  have  separated  our 
discussion  based  on  whether  we 
proposed  to  solicit  public  comments  in 
the  CY  2011  proposed  rule  on  a  specific 
group  of  the  CPT  and  Level  II  HCPCS 
codes  (and  respond  to  those  comments 
in  this  CY  2011  OPPS/ASC  final  rule 
with  comment  period)  or  whether  we 
proposed  to  solicit  public  comments  on 
another  specific  group  of  the  codes  in 
this  CY  2011  final  rule  with  comment 
period  (and  respond  to  those  comments 
in  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period).  We  sought 
public  comments  in  the  CY  2010  OPPS/ 
ASC  final'rule  with  comment  period  on 
the  new  CPT  and  HCPCS  codes  that 
were  effective  January  1,  2010.  These 
new  codes  were  flagged  with  comment 
indicator  “Nl”  in  Addendum  AA  and 
BB  to  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  to  indicate  that 
we  were  assigning  them  an  interim 
payment  status  and  payment  rate,  if 
applicable,  which  were  subject  to  public 
comment  following  publication  of  the 
CY  2010  OPPS/ASC  final  rule  with 


comment  period.  We  stated  that  we 
would  respond  to  public  comments  and 
finalizing  our  proposed  ASC  treatment 
of  these  codes  in  the  CY  2011  OPPS/ 

ASC  final  rule  with  comment  period. 

We  received  no  public  comments 
regarding  our  process  for  recognizing 
new  HCPCS  codes  under  the  ASC 
payment  system  and  are  implementing 
our  proposed  policy  without 
modification. 

2.  Treatment  of  New  Level  II  HCPCS 
Codes  and  Category  III  CPT  Codes 
Implemented  in  April  and  July  2010  for 
Which  We  Solicited  Public  Comments 
in  the  CY  2011  OPPS/ASC  Proposed 
Rule 

In  the  April  and  July  CRs,  we  made 
effective  for  April  1  or  July  1,  2010,  a 
total  of  14  new  Level  II  HCPCS  codes 
and  7  new  Category  III  CPT  codes  that 
were  not  addressed  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period.  (We  note  that  one  Level  II 
HCPCS  code  that  was  added  in  the  April 
2010  CR,  C9262,  was  deleted  June  30, 
2010,  and  replaced  with  Q2025  effective 
July  1,  2010).  The  13  new  Level  II 
HCPCS  codes  describe  covered  ancillary 
services. 

Through  the  April  2010  ASC  quarterly 
update  (Transmittal  1943,  CR  6866, 
dated  April  6,  2010),  we  added  six  new 
drug  and  biological  Level  II  HCPCS 
codes  to  the  list  of  covered  ancillary 
services.  Specifically,  as  displayed  in 
Table  40  of  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46327),  these 
included  HCPCS  codes  C9258 
(Injection,  telavancin,  10  mg),  C9259 
(Injection,  pralatrexate,  1  mg),  C9260 
(Injection,  ofatumumab,  10  mg),  C9261 
(Injection,  ustekinumab,  1  mg),  C9262 
(Fludarabine  phosphate,  oral,  1  mg),  and 
C9263  (Injection,  ecallantide,  1  mg). 

Through  the  July  2010  quarterly 
update  (Transmittal  1984,  Change 
Request  7008,  dated  June  11,  2010),  we 
added  seven  new  drug  and  biological 
Level  II  HCPCS  codes  to  the  list  of 
covered  ancillary  services.  Specifically, 
as  displayed  in  Table  41  of  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46327), 
we  provided  separate  payment  for 
HCPCS  codes  C9264  (Injection, 
tocilizumab,  1  mg),  C9265  (Injection, 
romidepsin,  1  mg),  C9266  (Injection, 
collagenase  clostridium  histolyticum, 

0.1  mg),  C9267  (Injection,  von 
Willebrand  factor  complex  (human), 
Wilate,  per  100  lU  VWF:  RCO),  C9268 
(Capsaicin,  patch,  10cm2),  C9367  (Skin 
substitute,  Endoform  Dermal  Template, 
per  square  centimeter),  and  Q2025 
(Fludarabine  phosphate  oral,  10  mg).  As 
noted  above,  HCPCS  code  C9262  was 
made  effective  April  1,  2010,  and 
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deleted  June  30,  2010,  when  it  was 
replaced  with  HCPCS  code  Q2025. 

We  assigned  payment  indicator  “K2” 
(Drugs  and  biologicals  paid  separately 
when  provided  integral  to  a  surgical 
procedure  on  the  ASC  list;  payment 
based  on  OPPS  rate)  to  these  13  new 
Level  II  HCPCS  codes  to  indicate  that 
they  are  separately  paid  when  provided 
in  ASCs.  In  the  CY  2011  OPPS/ASC 
proposed  rule,  we  solicited  public 
comment  on  the  proposed  CY  2010  ASC 
payment  indicators  and  payment  rates 
for  the  drugs  and  biologicals,  as  listed 
in  Tables  40  and  41  of  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46326 
through  46327).  Those  HCPCS  codes 
became  payable  in  ASCs,  beginning  in 
April  or  July  2010,  and  are  paid  at  the 
ASC  rates  posted  for  the  appropriate 
calendar  quarter  on  the  CMS  Web  site 
at  http ://www. cms.gov/ASCPaymen t/. 

The  HCPCS  codes  listed  in  Table  40 
were  included  in  Addendum  BB  to  the 
CY  2011  OPPS/ASC  proposed  rule.  (We 
note  that  Level  II  HCPCS  code  C9262 
was  deleted  June  30,  2010,  and  replaced 
with  Q2025  effective  July  1,  2010,  and 
therefore  was  not  included  in 
Addendum  BB  and  was  not  open  to 
public  comment.  Instead,  Level  II 
HCPCS  code  Q2025  was  open  for  public 
comment.) 

However,  because  HCPCS  codes  that 
became  effective  for  July  (listed  in  Table 


41  of  the  CY  2011  OPPS/ASC  proposed 
rule)  were  not  available  to  us  in  time  for 
incorporation  into  the  Addenda  to  the 
OPPS/ASC  proposed  rule,  our  policy  is 
to  include  these  HCPCS  codes  and  their 
proposed  payment  indicators  and 
payment  rates  in  the  preamble  to  the 
proposed  rule  but  not  in  the  Addenda 
to  the  proposed  rule.  These  codes  and 
their  final  payment  indicators  and  rates 
are  included  in  the  appropriate 
Addendum  to  this  CY  2011  OPPS/ASC 
final  rule  with  comment  period.  Thus, 
the  codes  implemented  by  the  July  2010 
ASC  quarterly  update  CR  and  their 
proposed  CY  2011  payment  rates  (based 
on  July  2010  ASP  data)  that  were  . 
displayed  in  Table  41  of  the  CY  2011 
OPPS/ASC  proposed  rule  were  not 
included  in  Addendum  BB  to  that 
proposed  rule.  We  proposed  to  include 
these  ser\'ices  reported  using  the  new 
Level  II  HCPCS  codes  displayed  in 
Tables  40  and  41  of  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46327)  as 
covered  ancillary  services  for  payment 
to  ASCs  for  CY  2011.  The  final  list  of 
covered  ancillary  services  and  the 
associated  payment  weights  and 
payment  indicators  is  included  in 
Addendum  BB  to  this  CY  201 1  OPPS/ 
ASC  final  rule  with  comment  period, 
consistent  with  our  annual  update* 
policy.  We  solicited  public  comments 
on  these  proposed  payment  indicators 


and  the  payment  rates,  if  any,  for  the 
new  Level  II  HCPCS  codes  that  were 
newly  recognized  as  ASC  covered 
ancillary  services  in  April  or  July  2010 
through  the  respective  quarterly  update 
CRs,  as  listed  in  Tables  40  and  41  of  the 
CY  2011  OPPS/ASC  proposed  rule  (75 
FR  46327,  46329).  We  proposed  to 
finalize  their  payment  indicators  and 
their  payment  rates,  if  applicable,  in  this 
CY  2011  OPPS/ASC  final  rule  with 
comment  period. 

We  did  not  receive  any  public 
comments  regarding  our  proposals.  We 
are  adopting  as  final  the  ASC  payment 
indicators  for  the  covered  ancillary 
services  described  by  the  new  Level  II 
HCPCS  codes  implemented  in  April  and 
July  2010  through  the  respective 
quarterly  update  CR  as  shown  below,  in 
Tables  49  and  50,  respectiv'^ely.  We  note 
that  after  publication  of  the  CY  2011 
OPPS/ASC  proposed  rule,  the  CMS 
HCPCS  Workgroup  created  permanent 
HCPCS  J-codes  for  CY  2011  to  replace 
certain  temporary  HCPCS  C-codes  made 
effective  for  CY  2010.  These  permanent 
CY  2011  HCPCS  J-codes  are  listed 
alongside  the  temporary  CY  2010 
HCPCS  C-codes  in  Tables  49  and  50 
below.  The  final  payment  indicators  and 
payment  rates  for  these  codes  are 
displayed  in  Addendum  BB  to  this  final 
rule  with  comment  period. 


Table  49— New  Level  II  HCPCS  Codes  for  Covered  Ancillary  Services  Implemented  in  April  2010 


CY  201 1 
HCPCS  code 

CY2010  ! 

HCPCS  code  I 

1 

CY  201 1  long  descriptor 

Final  CY  201 1 
payment 
indicator 

J3095  . 

C9258 

Injection,  telavancin,  10  mg  . . . 

K2 

J9307  . 

C9259 

Injection,  pralatrexate,  1  mg . . . 

K2 

J9302  . 

C9260 

Injection,  ofatumumab,  10  mg . . . 

K2 

J3357  .  i 

C9261 

!  injection,  ustekinumab,  1  mg  . 

K2 

J8562  . 

C9262* 

i  Fludarabine  phosphate,  oral,  10  mg . . . 

K2 

J1290  . 

C9263 

!  Injection,  ecallantide,  1  mg  . 

K2 

•Level  II  HCPCS  code  C9262  was  deleted  June  30,  2010,  and  replaced  with  02025  effective  July  1,  2010. 


Table  50— New  Level  II  HCPCS  Codes  for  Covered  Ancillary  Services  Implemented,  in  July  2010 


CY  201 1  I 
HCPCS  code  ! 

1 

CY2010 
HCPCS  code  ! 

i  i 

i 

i 

CY  201 1  long  descriptor  i 

Final 

CY  201 1 
payment 
indicator 

J3262  . 

C9264  1 

Injection,  tocilizumab,  1  mg . 

K2 

J9315  . 

C9265 

Injection,  romidepsin,  1  mg  . 

K2 

J0775  . 

C9266 

Injection,  collagenase  Clostridium  histolyticum,  0.01  mg  . 

K2 

J7184  . 

C9267 

Injection,  von  Willebrand  factor  complex  (human),  Wilate,  per  100  lU  VWF:  RCO . 

K2 

J7335  . 

!  C9268 

i  Capsaicin,  patch,  per  10  square  centimeters  , . 

K2 

C9367  . 

J  C9367 

Skin  substitute,  Endoform  Dermal  Template,  per  square  centimeter . . 

K2 

J8562  . 

Q2025 

;  Fludarabine  phosphate  oral,  10  mg  . 

K2 

Through  the  July  2010  quarterly 
update  CR,  we  also  implemented  ASC 
payment  for  seven  new  Category  III  CPT 
codes  and  one  new  Level  II  HCPCS  code 


as  ASC  covered  surgical  procedures, 
effective  July  1,  2010.  These  codes  were 
listed  in  Table  42  of  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46328),  along 


with  their  proposed  payment  indicators 
and  proposed  payment  rates  for  CY 
2011.  Because  new  Category  III  CPT  and 
Level  II  HCPCS  codes  that  become 
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effective  for  July  are  not  available  to  us 
in  time  for  incorporation  into  the 
Addenda  to  the  OPPS/ASC  proposed 
rule,  our  policy  is  to  include  the  codes, 
their  proposed  payment  indicators,  and 
proposed  payment  rates  in  the  preamble 
to  the  proposed  rule  but  not  in  the 
Addenda  to  the  proposed  rule.  These 
codes  and  their  final  payment  indicators 
and  rates  are  included  in  the  Addenda 
to  this  CY  2011  OPPS/ASC  final  rule 
with  comment  period.  We  solicited 
public  comments  on  these  proposed 
payment  indicators  and  the  payment 
rates  for  the  new  Level  II  HCPCS  code 
and  Category  III  CPT  codes  that  were 
newly  recognized  as  ASC  covered 
surgical  procedures  in  the  July  2010 
through  the  respective  quarterly  update 
CRs,  as  listed  in  Table  42  of  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46328 
through  46329).  We  proposed  to  finalize 
their  payment  indicators  and  their 
payment  rates  in  this  CY  2011  OPPS/ 
ASC  final  rule  with  comment  period. 

Comment:  Some  commenters  asserted 
that  the  procedures  described  by  CPT 
codes  0228T  (Injection(s),  anesthetic 
agent  and/or  steroid,  transforaminal 
epidural,  with  ultrasound  guidance, 
cervical  or  thoracic;  single  level),  0229T 


(Injection(s),  anesthetic  agent  and/or 
steroid,  transforaminal  epidural,  with 
ultrasound  guidance,  cervical  or 
thoracic;  each  additional  level  (List 
separately  in  addition  to  code  for 
primary  procedure)),  0230T 
(Injection(s),  anesthetic  agent  and/or 
steroid,  transforaminal  epidural,  with 
ultrasound  guidance,  lumbar  or  sacral; 
single  level)  and  0231T  (Injection(s), 
anesthetic  agent  and/or  steroid, 
transforaminal  epidural,  with 
ultrasound  guidance,  lumbar  or  sacral; 
each  additional  level  (List  separately  in 
addition  to  code  for  primary  procedure)) 
are  using  ultrasound  without 
fluoroscopy,  which  the  commenters 
believed  is  inappropriate  because, 
according  to  the  commenters,  there  is  no 
evidence  of  accurate  needle  placement 
or  effectiveness  for  these  procedures. 
The  commenters  believed  that  Medicare 
should  not  pay  for  these  procedures 
when  they  are  performed  in  the  ASC 
setting. 

Response:  In  order  for  any  procedure 
to  be  added  to  the  ASC  list  of  covered 
surgical  procedures,  the  procedure  must 
meet  the  criteria  set  forth  at  42  CFR 
416.166,  including  that  it  would  not  be 
expected  to  pose  a  significant  safety  risk 


to  a  Medicare  beneficiary  when 
performed  in  an  ASC  and  it  would  not 
be  expected  to  require  an  overnight  stay. 
After  careful  medical  review  of  these 
procedures,  our  clinical  staff  has 
determined  that  the  procedures 
described  by  CPT  codes  0228T,  0229T, 
0230T,  and  0213T  meet  these  criteria 
and  may  be  paid  for  by  Medicare  when 
provided  in  the  ASC  setting.  Therefore, 
w'e  disagree  with  the  commenter  and 
will  continue  to  include  these  CPT 
codes  on  the  ASC  list  of  covered 
surgical  procedures. 

After  consideration  of  the  public 
comments  received,  for  CY  2011,  we  are 
continuing  our  established  policy  for 
recognizing  new  mid-year  CPT  and 
HCPCS  codes.  We  also  are  adopting  as 
final  the  ASC  payment  indicators  for  the 
covered  surgical  procedures  described 
by  the  new  Category  III  CPT  codes  and 
the  new  Level  II  HCPCS  code 
implemented  in  the  July  2010  CR  as 
shown  in  Table  51  below  and  Table  50. 
The  new  CPT  and  HCPCS  codes 
implemented  in  July  2010  are  displayed 
in  Addendum  AA  to  this  final  rule  with 
comment  period  as  well. 


Table  51— New  Category  III  CPT  Codes  and  Level  II  HCPCS  Code  Implemented  in  July  2010  as  ASC  Covered 

Surgical  Procedures 


CY  201 1 
HCPCS 
code 

CY  201 1  Long  descriptor 

Final  CY  2011 
payment  indi¬ 
cator  ** 

- - 1 

0226T  . 

Anoscopy,  high  resolution  (HRA)  (with  magnification  and  chemical  agent  enhancement):  diagnostic,  including  col¬ 
lection  of  specimen(s)  by  brushing  or  washing  when  performed. 

R2* 

0227T  . 

Anoscopy,  high  resolution  (HRA)  .(with  magnification  and  chemical  agent  enhancement);  with  biopsy(ies) . 

R2* 

0228T  . 

Injection(s),  anesthetic  agent  and/or  steroid,  transforaminal  epidural,  with  ultrasound  guidance,  cervical  or  tho¬ 
racic:  single  level. 

G2 

0229T  . 

Injection(s),  anesthetic  agent  and/or  steroid,  transforaminal  epidural,  with  ultrasound  guidance,  cervical  or  tho¬ 
racic:  each  additional  level  (List  separately  in  addition  to  code  for  primary  procedure). 

G2 

0230T  . 

Injection(s),  anesthetic  agent  and/or  steroid,  transforaminal  epidural,  with  ultrasound  guidance,  lumbar  or  sacral: 
single  level. 

G2 

0231 T  . 

Injection(s),  anesthetic  agent  and/or  steroid,  transforaminal  epidural,  with  ultrasound  guidance,  lumbar  or  sacral: 
each  additional  level  (List  separately  in  addition  to  code  for  primary  procedure). 

G2 

0232T  . 

Injection(s),  platelet  rich  plasma,  any  tissue,  including  image  guidance,  harvesting  and  preparation  when  per¬ 
formed. 

R2* 

C9800  . 

Dermal  injection  procedure(s)  for  facial  lipodystrophy  syndrome  (LDS)  and  provision  of  Radiesse  or  Sculptra  der¬ 
mal  filler,  including  all  items  and  supplies. 

R2* 

*  If  designation  is  temporary. 

**  Payment  indicators  are  based  on  a  comparison  of  the  rates  according  to  the  ASC  standard  ratesetting  methodology  and  the  MPFS  rates.  At 
the  time  this  final  rule  with  comment  period  is  being  finalized  for  publication,  current  law  authorizes  a  negative  update  to  the  MPFS  payment 
rates  for  CY  2011.  Therefore,  this  final  rule  with  comment  period  reflects  a  negative  update  to  the  MPFS  payment  rates  for  CY  2011.  If  Congress 
revises  the  MPFS  update  for  CY  2011,  we  will  recalculate  the  ASC  payment  rates  using  the  revised  update  factor  in  the  January  2011  payment 
rate  files  issued  to  contractors  and  posted  to  the  ASC  Web  site  at  http://www.cms.gov/ASCPayment/. 


3.  Process  for  New  Level  II  HCPCS 
Codes  and  Category  I  and  III  CP.T  Codes 
for  Which  We  Are  Soliciting  Public 
Comments  in  This  CY  2011  OPPS/ASC 
Final  Rule  With  Comment  Period 

As  has  been  our  practice  in  the  past, 
we  incorporate  those  new  Category  I 
and  Category  III  CPT  codes  and  new 
Level  II  HCPCS  codes  that  are  effective 


January  1  in  the  final  rule  with 
comment  period  updating  the  ASC 
payment  system  for  the  following 
calendar  year.  These  codes  are  released 
to  the  public  via  the  CMS  HCPCS  (for 
Level  II  HCPCS  codes)  and  AMA  Web 
sites  (for  CPT  codes),  and  also  through 
the  January  ASC  quarterly  update  CRs. 
In  the  past,  we  also  have  released  new 


Level  II  HCPCS  codes  that  are  effective 
October  1  through  the  October  ASC 
quarterly  update  CRs  and  incorporated 
these  new  codes  in  the  final  rule  with 
comment  period  updating  the  ASC 
payment  system  for  the  following 
calendar  year.  All  of  these  codes  are 
flagged  with  comment  indicator  “Nl”  in 
Addenda  AA  and  BB  to  the  OPPS/ASC 
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final  rule  with  compient  period  to 
indicate  that  we  are  assigning  them  an 
interim  payment  status  which  is  subject 
to  public  comment.  Specifically,  the 
payment  indicator  and  payment  rate,  if 
applicable,  for  all  such  codes  flagged 
with  comment  indicator  “NI”  are  open 
to  public  comment  in  the  OPPS/ASC 
final  rule  with  comment  period,  and  we 
respond  to  these  comments  in  the  final 
rule  with  comment  period  for  the  next 
calendar  year’s  OPPS/ASC  update.  In 
the  CY  2011  OPPS/ASC  proposed  rule 
{75  FR  46329),  we  proposed  to  continue 
this  process  for  CY  2011. 

For  CY  2011,  we  also  proposed  to 
include  in  Addenda  AA  and  BB  to  the 
CY  2011  OPPS/ASC  final  rule  with 
comment  period  the  new  Category  I  and 
III  CPT  codes  effective  January  1,  2011 
(including  those  Category  III  CPT  codes 
that  were  released  by  the  AMA  in  July 
2010)  that  would  be  incorporated  in  the 
January  2011  ASC  quarterly  update  CR 
and  the  new  Level  II  HCPCS  codes, 
effective  October  1,  2010  or  January  1, 
2011,  that  would  be  released  by  CMS  in 
its  October  2010  and  January  2011  ASC 
quarterly  update  CRs.  These  codes 
would  be  flagged  with  comment 
indicator  “NI”  in  Addenda  AA  and  BB 
to  this  CY  2011  OPPS/ASC  final  rule 
with  comment  period  to  indicate  that 
we  have  assigned  them  an  interim 
payment  status.  Their  payment 
indicators  and  payment  rates,  if 
applicable,  would  be  open  to  public 
comment  in  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  and 
would  be  finalized  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period. 

We  did  not  receive  any  comments 
regarding  this  proposed  process.  For  CY 
2011,  we  are  finalizing  our  proposal, 
without  modification,  to  continue  our 
established  process  for  recognizing  and 
soliciting  public  comments  on  new 
Level  II  HCPCS  codes  and  Category  I 
and  III  CPT  codes  for  the  following 
calendar  year,  as  described  above. 

C.  Update  to  the  Lists  of  ASC  Covered 
Surgical  Procedures  and  Covered 
Ancillary  Services 

1.  Covered  Surgical  Procedures 

a.  Additions  to  the  List  of  ASC  Covered 
Surgical  Procedures 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46329  through  46330),  we 
proposed  to  update  the  list  of  ASC 
covered  surgical  procedures  by  adding 
five  procedures  to  the  list.  These  five 
procedures  were  among  those  excluded 
from  the  ASC  list  for  CY  2010  because 
we  believed  they  did  not  meet  the 
definition  of  a  covered  surgical 
procedure  based  on  our  expectation  that 


they  would  pose  a  significant  safety  risk 
to  Medicare  beneficiaries  or  would 
require  an  overnight  stay  if  performed  in 
ASCs.  We  conducted  a  review  of  all 
HCPCS  codes  that  currently  are  paid 
under  the  OPPS,  but  not  included  on 
the  ASC  list  of  covered  surgical 
procedures,  to  determine  if  changes  in 
technology  and/or  medical  practice 
changed  the  clinical  appropriateness  of 
these  procedures  for  the  ASC  setting. 

We  determined  that  these  five 
procedures  could  be  safely  performed  in 
the  ASC  setting  and  therefore  proposed 
to  include  them  on  the  list  of  ASC 
covered  surgical  procedures  for  CY 
2011. 

The  five  procedures  that  we  proposed 
to  add  to  the  ASC  list  of  covered 
surgical  procedures,  including  their 
HCPCS  code  long  descriptors  and 
proposed  CY  2010  payment  indicators, 
were  displayed  in  Table  43  of  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46330).  Subsequent  to  the  release  of  the 
CY  2011  OPPS/ASC  proposed  rule,  we 
recognized  that  the  long  descriptors  for 
CPT  codes  37210  (Uterine  fibroid 
embolization  (UFE,  embolization  of  the 
uterine*arteries  to  treat  uterine  fibroids, 
leiomyomata),  percutaneous  approach 
inclusive  of  vascular  access,  vessel 
selection,  embolization,  and  all 
radiological  supervision  and 
interpretation,  intraprocedural  \ 

roadmapping,  and  imaging  guidance 
necessary  to  complete  the  procedure) 
and  50593  (Ablation,  renal  tumor(s), 
unilateral,  percutaneous,  cryotherapy) 
in  Table  43  were  incorrect.  We  also 
realized  that  CPT  code  52649  (Laser 
enucleation  of  the  prostate  with 
morcellation,  including  control  of 
postoperative  bleeding,  complete 
(vasectomy,  meatotomy, 
cystourethroscopy,  urethral  calibration 
and/or  dilation,  internal  urethrotomy 
and  transurethral  resection  of  prostate 
are  included  if  performed))  and  its 
payment  indicator  w'ere  missing  fi'om 
Table  43  (the  descriptor  for  CPT  code 
52649  was  listed  incorrectly  for  CPT 
code  50593).  We  corrected  Table  43  on 
the  CMS  Web  site  for  the  CY  2011 
OPPS/ASC  proposed  rule  at  http:// 

WWW. cms.gov/ASCPaymen t/.  T herefore, 
we  proposed  to  add  six  procedures 
(described  by  CPT  codes  37204,  37205, 
37206,  37210,  50593,  and  52649)  to  the 
ASC  list  of  covered  surgical  procedures 
for  CY  2011. 

Since  publication  of  the  proposed 
rule,  the  CPT  Editorial  Panel 
significantly  changed  the  descriptors  for 
two  CPT  codes  we  had  proposed  to  add 
to  the  list  of  ASC  surgical  procedures. 
The  CPT  code  descriptors  previously 
read  as  follows:  37205  (Transcatheter 
placement  of  an  intravascular  stent(s) 


(except  coronary,  carotid,  and  vertebral 
vessel),  percutaneous;  initial  vessel)  and 
37206  (Transcatheter  placement  of  an 
intravascular  stent(s)  (except  coronary, 
carotid,  and  vertebral  vessel), 
percutaneous;  each  additional  vessel 
(List  separately  in  addition  to  code  for 
primary  procedure)).  After  the  CPT 
Editorial  Panel  change,  the  CPT 
descriptors  read  as  follows:  37205 
(Transcatheter  placement  of  an 
intravascular  stent(s)  (except  coronary, 
carotid,  and  vertebral  vessel,  and  lower 
extremity  arteries),  percutaneous;  initial 
vessel)  and  37206  (Transcatheter 
placement  of  an  intravascular  stent(s) 
(except  coronary,  carotid,  and  vertebral 
vessel,  and  lower  extremity  arteries), 
percutaneous;  each  additional  vessel 
(List  separately  in  addition  to  code  for 
primary  procedure)).  Because  the  CPT 
Editorial  Panel  changes  are  effective 
January  1,  2011,  we  reevaluated  the 
appropriateness  of  these  procedures  in 
the  ASC  setting.  Based  on  the  review  of 
our  clinical  staff,  we  determined  that 
the  level  of  care  indicated  by  the  new 
descriptors  for  CPT  codes  37205  and 
37206  make  these  codes  ineligible  for 
payment  in  the  ASC  setting  because 
they  do  not  meet  the  criteria  for  ASC 
coverage  listed  at  §  416.166  of  the 
regulations.  However,  we  will  recognize 
as  ASC  covered  surgical  procedures  two 
new  CY  2011  CPT  codes  that,  prior  to 
January  1,  2011,  would  have  been 
described  in  part  under  the  CY  2010 
CPT  code  descriptors  for  37205  and 
37206.  Specifically,  we  believe  that  the 
procedures  described  by  CPT  codes 
37221  (Revascularization,  iliac  artery, 
unilateral,  initial  vessel;  with 
transluminal  stent  placement(s))  and 
37223  (Revascularization,  iliac  artery, 
each  additional  ipsilateral  iliac  vessel; 
with  transluminal  stent  placement{s) 
(List  separately  in  addition  to  code  for 
primary  procedure))  may  be  safely 
performed  and  would  not  require  an 
overnight  stay  in  the  ASC  setting,  and 
that  the  addition  of  these  procedures  to 
the  ASC  list  of  covered  surgical 
procedures  in  CY  2011  is  consistent 
with  our  proposal  to  add  CPT  codes 
37205  and  37206  to  the  ASC  list  of 
covered  surgical  procedures  in  CY  2011, 
because  the  CPT  codes  for  37221  and 
37223  now  describe  services  that  would 
have  been  described  by  CPT  codes 
37205  aud  37206  had  the  CPT  Editorial 
Panel  not  changed  the  descriptprs  for 
these  codes  (as  with  all  new  HCPCS 
codes  for  the  upcoming  year  that  are 
recognized  for  payment  under  the  ASC 
payment  system,  CPT  codes  37221  and 
37223  are  listed  in  the  Addenda  to  this 
final  rule  with  comment  period  with 
comment  indicator  “NI”  to  indicate  that 
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their  payment  assignments  are  interim 
and  open  to  public  comment). 

Comment:  One  commenter  reiterated 
a  previous  request  to  remove  the  hand 
and  cleft  lip  and  palate  reconstruction 
procedures  described  by  the  following 
CPT  codes  from  the  ASC  list  of  covered 
surgical  procedures  because  they 
believe  these  procedures  are 
inappropriate  for  an  ASC  setting:  21215 
(Graft,  bone;  mandible  (includes 
obtaining  graft));  26037  (Decompressive 
fasciotomy,  hand);  40700  (Plastic  repair 
of  cleft  lip/nasal  deformity;  primary, 
partial  or  complete,  unilateral);  40701 
(Plastic  repair  of  cleft  lip/nasal  . 
deformity,  primary  bilateral,  one  stage 
procedure);  42200  (Palatoplasty  for  cleft 
palate,  soft  and/or  hard  palate  only); 
42205  (Palatoplasty  for  cleft  palate,  with 
closure  of  alveolar  ridge;  soft  tissue 
only);  42210  (Palatoplasty  for  cleft 
palate,  with  closure  of  alveolar  ridge; 
with  bone  graft  to  alveolar  ridge 
includes  obtaining  graft);  42215 
(Palatoplasty  for  cleft  palate;  major 
revision);  42220  (Palatoplasty  for  cleft 
palate;  secondary  lengthening 
procedure);  42225  (Palatoplasty  for  cleft 
palate;  attachment  pharyngeal  flap);  and 


42227  (Lengthening  of  palate,  with 
island  flap). 

Response:  As  we  have  done  in  the 
past,  our  medical  advisors  reviewed  all 
these  procedures  and  as  a  result  of  that 
review,  we  continue  to  believe  that  they 
may  be  appropriately  provided  to  a 
Medicare  beneficiary  in  an  ASC.  As  we 
stated  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR 
60603),  we  do  not  see  a  basis  for 
removing  these  procedures  from  the 
ASC  list  as  requested  by  the  commenter. 
All  of  these  procedures  were  on  the  list 
of  covered  surgical  procedures  even 
before  CY  2007  and,  to  our  knowledge,, 
have  been  performed  safely  in  ASCs  for 
many  years.  We  continue  to  believe  that 
these  11  procedures  would  not  pose  a 
significant  safety  risk  to  Medicare 
beneficiaries  and  would  not  require  an 
overnight  stay  if  performed  in  ASCs. 

As  established  at  §  416.166(b), 
decisions  regarding  whether  a  surgical 
procedure  should  be'excluded  from  the 
Medicare  ASC  list  of  covered  surgical 
procedures  are  based  on  assessments  of 
the  needs  of  Medicare  beneficiaries  and 
not  all  patient  populations.  We  include 
on  the  ASC  list  all  procedures  we 
believe  are  appropriate  for  some 


Medicare  beneficiaries  in  order  to 
provide  physicians  and  patients  with 
the  greatest  possible  choice  for  site.s-of- 
service.  We  expect  that  physicians  will 
consider  for  each  individual  patient 
which  site-of-service  is  most 
appropriate.  VVe  understand  that  the 
procedures  on  the  ASC  list  are 
sometimes  more  appropriately 
perforlned  on  an  inpatient  basis  due  to 
the  individual’s  age  or  other  clinical 
considerations. 

Comment:  Many  commenters 
supported  the  addition  of  the 
procedures  listed  in  Table  43  of  the  CY 
2011  OPPS/ASC  proposed  nde  to  the 
list  of  ASC  covered  surgical  procedures, 
including  the  procedures  described  by 
CPT  codes  37205  and  37206.  , 
Commenters  also  requested  that  CMS 
add  the  procedures  described  by  the  48 
CPT  codes  displayed  in  Table  52  below 
to  the  list  of  ASC  covered  surgical 
procedures.  Some  commenters  also 
requested  that  a  total  of  9  specific  CPT 
unlisted  codes  be  added  to  the  ASC  list, 
displayed  in  Table  53,  below.  The 
commenters  argued  that  these 
procedures  are  less  complex  and/or  as 
safe  as  procedures  already  paid  for 
when  performed  in  the  ASC  setting. 


Table  52— Surgical  Procedures  Requested  for  Addition  to  the  CY  2011  ASC  List  of  Covered  Surgical 

Procedures 


CY  201 1  long  descriptor 


21141  .  I  Reconstruction  midface,  LeFort  1;  single  piece,  segment  movement  in  any  direction  (e.g.,  for  Long  Face  Syndrome),  without 

j  bone  graft. 

21142  .  I  Reconstruction  midface,  LeFort  I;  2  pieces,  segment  movement  in  any  direction,  without  bone  graft. 

21143  . . I  Reconstruction  midface,  LeFort  I;  3  or  more  pieces,  segment  movement  in  any  direction,  without  bone  graft. 

21145  .  I  Reconstruction  midface,  LeFort  I;  single  piece,  segment  movement  in  any  direction,  requiring  bone  grafts  (includes  obtaining 

j  autografts). 

21146  . ; .  I  Reconstruction  midface,  LeFort  I;  2  pieces,  segment  movement  in  any  direction,  requiring  bone  grafts  (includes  obtaining 

i  autografts)  (e.g.,  ungrafted  unilateral  alveolar  cleft). 

21147  : .  Reconstruction  midface,  LeFort  I;  3  or  more  pieces,  segment  movement  in  any  direction,  requiring  bone  grafts  (includes  ob¬ 

taining  autografts)  (e.g.,  ungrafted  bilateral  alveolar  cleft  or  multiple  osteotomies). 

21151  . I  Reconstruction  midface,  LeFort  II;  any  direction,  requiring  bone  grafts  (includes  obtaining  autografts). 

21188 . '  Reconstruction  midface,  osteotomies  (other  than  LeFort  type)  and  bone  grafts  (includes  obtaining  autografts). 

21193  . I  Reconstructioli  of  mandibular  rami,  horizontal,  vertical,  C,  or  L  osteotorpy;  without  bone  graft. 

21194  .  i  Reconstruction  of  mandibular  rami,  horizontal,  vertical,  C,  or  L  osteotomy;  with  bone  graft  (includes  obtaining  graft). 

21195  .  '  Reconstruction  of  mandibular  rami  and/or  body,  sagittal  split;  without  internal  rigid  fixation. 

21196  .  i  Reconstruction  of  mandibular  rami  and/or  body,  sagittal  split;  with  internal  rigid  fixation. 

21247  .  j  Reconstruction,  of  mandibular  condyle  with  bone  and  cartilage  autografts  (includes  obtaining  grafts)  (e.g.,  for  hemifacial 

I  microsomia). 

21343  .  i  Open  treatment  of  depressed  frontal  sinus  fracture. 

21346  .  j  Open  treatment  of  nasomaxillary  complex  fracture  (LeFort  II  type);  with  wiring  and/or  local  fixation. 

21365  .  i  Open  treatment  of  complicated  (e.g.,  comminuted  or  involving  cranial  nerve  foramina)  fracture(s)  of  malar  area,  including  zy- 

!  gomatic  arch  and  malar  tripod;  with  interrial  fixation  and  multiple  surgical  approaches. 

21385  .  !  Open  treatment  of  orbital  floor  blowout  fracture;  transantral  approach  (Caldwell-Luc  type  operation). 

21386  .  I  Open  treatment  of  orbital  floor  blowout  fracture:  periorbital  approach. 

21387  .  I  Open  treatment  of  orbital  floor  blowout  fracture;  combined  approach. 

21395  .  I  Open  treatment  of  orbital  floor  blowout  fracture;  periorbital  approach  with  bone  graft  (includes  obtaining  graft). 

21408  .  I  Open  treatment  of  fracture  of  orbit,  except  blowout;  with  bone  grafting  (includes  obtaining  graft). 

21422  . j  Open  treatment  of  palatal  or  maxillary  fracture  (LeFort  I  type); 

21423  .  i  Open  treatment  of  palatal  or  maxillary  fracture  (LeFort  I  type);  complicated  (comminuted  or  involving  cranial  newe  foramina), 

j  multiple  approaches. 

21431  .  !  Closed  treatment  of  craniofacial  separation  (LeFort  III  type)  using  interdental  wire  fixation  of  denture  or  splint. 

21470  .  ;  Open  treatment  of  complicated  mandibular  fracture  by  multiple  surgical  approaches  including  internal  fixation,  interdental  fixa- 

’  tion,  and/or  wiring  of  dentures  or  splints. 
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Table  52— Surgical  Procedures  Requested  for  Addition  to  the  CY  201 1  ASC  List  of  Covered  Surgical 

Procedures — Continued 


CY  201 1  CRT 
code 


CY  201 1  long  descriptor 


22554 

22851 

27415 

29867 

30999 

31292 

31293 
54332 

54336 

54535 

57310 

60260 

63001 

63020 

63030 

63035 


63042  , 
63045 

63047 

63048 


63056 


63075 

63076 


Arthrodesis'  anterior  interbody  technique,  including  minimal  discectomy  to  prepare  interspace  (other  than  for  decompression); 
cervical  below  C2. 

Application  of  intervertebral  biomechanical  device{s)  (e.g.,  synthetic  cage(s),  threaded  bone  dowel(s),  methylmethacrylate)  to 
j  vertebral  defect  or.interspace  (List  separately  in  addition  to  code  for  primary  procedure). 

Osteochondral  allograft,  knee,  open. 

Arthroscopy,  knee,  surgical;  osteochondral  allograft  (e.g.,  mosaicpiasty). 

Unlisted  procedure,  nose. 

Nasal/sinus  endoscopy,  surgical;  with  medial  or  inferior  orbital  wall  decompression. 

Nasal/sinus  endoscopy,  surgical;  with  medial  orbital  wall  and  inferior  orbital  wall  decompression. 

1 -stage  proximal  penile  or  penoscrotal  hypospadias  repair  requiring  extensive  dissection  to  correct  chordee  and  urethroplasty 
I  by  use  of  skin  graft  tube  and/or  island  flap. 

!  1 -stage  perineal  hypospadias  repair  requiring  extensive  dissection  to  correct  chordee  and  urethroplasty  by  use  of  skin  graft 
tube  and/or  island  flap. 

Orchiectomy,  radical,  for  tumor;  with  abdominal  exploration. 

Closure  of  urethrovaginal  fistula; 

Thyroidectomy,  removal  of  all  remaining  thyroid  tissue  following  previous  removal  of  a  portion  of  thyroid. 

Laminectomy  with  exploration  and/or  decompression  of  spinal  cord  and/or  cauda  equina,  without  facetectomy,  foraminotomy 
or  discectomy  (e.g.,  spinal  stenosis),  1  or  2  vertebral  segments;  cervical. 

Laminotomy  (hemilaminectomy),  with  decompression  of  nerve  root(s),  including  partial  facetectomy,  foraminotomy  and/or  exci- 
I  Sion  of  herniated  intervertebral  disc,  including  open  and  endoscopically-assisted  approaches;  1  interspace,  cervical. 

I  Laminotomy  (hemilaminectomy),  with  decompression  of  nerve  root(s),  including  partial  facetectomy,  foraminotomy  and/or  exci- 
I  Sion  of  herniated  intervertebral  disc,  including  open  and  endoscopically-assisted  approaches;  1  interspace,  lumbar, 
j  Laminotomy  (hemilaminectomy),  with  decompression  of  nerve  root(s),  including  partial  facetectomy,  foraminotomy  and/or  exci¬ 
sion  of  herniated  intervertebral  disc,  including  open  and  endoscopically-assisted  approaches;  each  additional  interspace, 
i  cervical  or  lumbar  (List  separately  in  addition  to  code  for  primary  procedure). 

i  Laminotomy  (hemilaminectomy),  with  decompression  of  nerve  root(s),  including  partial  facetectomy,  foraminotomy  and/or  exci- 
i  Sion  of  herniated  intervertebral  disc,  reexploration,  single  interspace;  lumbar. 

I  Laminectomy,  facetectomy  and  foraminotomy  (unilateral  or  bilateral  with  decompression  of  spinal  cord,  cauda  equina  and/or 
j  nerve  root[s],  [eg,  spinal  or  lateral  recess  stenosis]),  single  vertebral  segment;  cervical. 

j  Laminectomy,  facetectomy  and  foraminotomy  (unilateral  or  bilateral  with  decompression  of  spinal  cord,  cauda  equina  and/or 
I  nerve  root[s],  [eg,  spinal  or  lateral  recess  stenosis]),  single  vertebral  segment;  lumbar. 

I  Laminectomy,  facetectomy  and  foraminotomy  (unilateral  or  bilateral  with  decompression  of  spinal  cord,  cauda  equina  and/or 
I  nerve  root[s],  [eg,  spinal  or  lateral  recess  stenosis]),  single  vertebral  segment;  each  additional  segment,  cervical,  thoracic, 

I  or  lumbar  (List  separately  in  addition  to  code  for  primary  procedure). 

i  Transpedicular  approach  with  decompression  of  spinal  cord, ^equina  and/or  nerve  root(s)  (e.g.,  herniated  intervertebral  disc), 
single  segment;  lumbar  (including  transfacet,  or  lateral  extraforaminal  approach)  (e.g.,  far  lateral  herniated  intervertebral 
j  disc). 

!  Discectomy,  anterior,  with  decompression  of  spinal  cord  and/or  nerve  root(s),  including  osteophytectomy;  cervical,  single  inter- 
I  space. 

j  Discectomy,  anterior,  with  decompression  of  spinal  cord  and/or  nerve  root(s),  including  osteophytectomy;  cervical,  each  addi- 
!  tional  interspace  (List  separately  in  addition  to  code  for  primary  procedure). 


Table  53— CRT  Unlisted  Codes  Re¬ 
quested  FOR  Addition  to  the  CY 
2011  ASC  List  of  Covered  Sur¬ 
gical  Procedures 


CY  201 1 
CPT  code 

CY  2011  long  descriptor 

21089  . 

Unlisted  maxillofacial  prosthetic 

procedure. 

21299  . 

Unlisted  craniofacial  and  maxillo¬ 
facial  procedure. 

21499  . 

Unlisted  musculoskeletal  proce¬ 
dure,  head. 

30999  . 

Unlisted  procedure,  nose. 

40799  . 

Unlisted  procedure,  lips. 

40899  . 

Unlisted  procedure,  dento- 
alveolar  structures. 

41599  . 

Unlisted  procedure,  tongue,  floor 
of  mouth. 

41899  . 

Unlisted  procedure,  dento- 
alveolar  structures. 

42299  . 

Unlisted  procedure,  palate, 
uvula. 

Response:  We  appreciate  commenters’ 
support  of  the  proposed  addition  of  the 
procedures  listed  in  Table  43  of  the  CY 
2011  OPPS/ASC  proposed  rule  to  the 
ASC  list  of  covered  surgical  procedures 
for  CY  2011.  As  stated  above,  we  note 
that  the  descriptors  for  CPT  codes  37205 
and  37206  are  significantly  changing 
effective  January  1,  2011,  which 
required  us  to  reevaluate  their 
appropriateness  in  the  ASC, setting. 
Based  on  the.review  of  our  clinical  staff, 
we  determined  that  the  level  of  care 
indicated  by  the  new  descriptors  for 
CPT  codes  37205  and  37206  make  these 
codes  ineligible  for  payment  in  the  ASC 
setting.  However,  we  will  recognize  as 
ASC  covered  surgical  procedures  two 
new  CY  2011  CPT  codes  that,  prior  to 
January  1,  2011,  would  have  been 
described  in  part  under  the  CY  2010 
CPT  code  descriptors  for  37205  and 
37206.  Specifically,  we  believe  that  the 
procedures  described  by  CPT  codes 


37221  and  37223  may  be  safely 
performed  in  the  ASC  setting,  and  that 
the  addition  of  these  procedures  to  the 
ASC  list  of  covered  surgical  procedures 
in  CY  2011  is  consistent  with  our 
proposal  to  add  CPT  codes  37205  and 
37206  to  the  ASC  list  of  covered  .surgical 
procedures  in  CY  2011,  because  the  CPT 
codes  for  37221  and  37223  now  describe 
services  that  would  have  been  described 
by  CPT  codes  37205  and  37206  had  the 
CPT  Editorial  Panel  not  changed  the 
descriptors  for  these  codes. 

We  reviewed  all  of  the  surgical 
procedures  that  commenters  requested 
be  added  to  the  ASC  list  of  covered 
surgical  procedures,  except  the 
procedures  that  may  be  reported  by  the 
CPT  unlisted  codes  listed  in  Table  53, 
above,  because  those  codes  are  not 
eligible  for  addition  to  the  ASC  list, 
consistent  with  our  final  policy  which 
is  discussed  in  detail  in  the  August  2, 
2007  final  rule  (72  FR  42484  through 
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42486).  We  do  not  agree  that  most  of  the 
procedures  recommended  by  the 
commenters  are  appropriate  for 
provision  to  Medicare  beneficiaries  in 
ASCs.  Although  the  commenters 
asserted  that  the  procedures  they  were 
requesting  for  addition  to  the  list  are 
less  complex  than  and  as  safe  as 
procedures  already  on  the  list,  our 
review  did  not  support  those  assertions. 
We  exclude  from  ASC  payment  any 
procedure  for  which  standard  medical 
practice  dictates  that  the  beneficiary 
who  undergoes  the  procedure  would 
typically  be  expected  to  require  active 
medical  monitoring  and  care  at 
midnight  following  the  procedure- 
(overnight  stay)  as  well  as  all  surgical 
procedures  that  our  medical  advisors 
determine  may  be  expected  to  pose  a 
significant  safety  risk  to  Medicare 
beneficiaries  when  performed  in  an 
ASC.  The  criteria  used  under  the 
revised  ASC.  payment  system  to  identify 
procedures  that  would  be  expected  to 
pose  a  significant  safety  risk  when 
performed  in' an  ASC  include,  but  are 
not  limited  to,  those  procedures  that: 


Generally  result  in  extensive  blood  loss; 
require  major  or  prolonged  invasion  of 
body  cavities;  directly  involve  major 
blood  vessels;  are  emergent  or  life 
threatening  in  nature;  commonly  require 
systemic  thrombolytic  therapy;  or  are 
designated  as  requiring  inpatient  care 
(§416.166).  In  our  review  of  the 
procedures  listed  in  Table  52,  we 
determined  that  most  of  the  procedures 
either  would  be  expected  to  pose  a 
significant  risk  to  beneficiary  safety  or 
would  be  expected  to  require  an 
overnight  stay.  Specifically,  we  found 
that  prevailing  medical  practice  called 
for  inpatient  hospital  stays  for 
beneficiaries  undergoing  many  of  the 
procedures  and  that  some  of  the 
procedures  directly  involve  major  blood 
vessels  and/or  may  result  in  extensive 
blood  loss. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  addition  of  four  of  the  six 
proposed  procedures  to  the  CY  2011 
ASC  list  of  covered  surgical  procedures. 
We  are  not  finalizing  the  proposed 
addition  of  CPT  codes  37205  and  37206. 
The  CPT  Editorial  Panel  changed  the 


descriptors  for  these  codes  effective 
January  1,  2011.  We  reviewed  these 
codes  and,  based  on  our  review, 
determined  that  the  level  of  care 
indicated  by  the  new  descriptors  for 
these  codes  make  these  codes  ineligible 
for  payment  in  the  ASC  setting. 

However,  we  are  adding  procedures 
described  by  CPT  codes  37221  and 
37223  to  the  list  of  covered  surgical 
procedures  for  CY  2011  because  we 
believe  that  these  procedures  may  be 
safely  performed  in  the  ASC  setting  and 
that  the  addition  of  these  procedures  is 
consistent  with  our  proposal  to  add  CPT 
codes  37205  and  37206  to  the  ASC  list 
of  covered  surgical  procedures  in  CY 
2011,  because  the  CPT  codes  for  37221 
and  37223  now  describe  services  that 
would  have  been  described  by  CPT 
codes  37205  and  37206  had  the  CPT 
Editorial  Panel  not  changed  the 
descriptors  for  these  codes.  The  six 
procedures  that  we  are  adding  to  the  list 
of  ASC  covered  surgical  procedures  for 
CY  2011,  their  descriptors,  and  payment 
indicators  are  displayed  in  Table  54 
below. 


Table  54— New  ASC  Covered  Surgical  Procedures  for  CY  2011 


CY  201 1 

' 

CY  201 1  ASC 

CPT/HCPCS 

CY  201 1  long  descriptor 

payment 

code 

indicator 

37204  . 

Transcatheter  occlusion  or  embolization  (e.g.,  for  tumor  destruction,  to  achieve  hemostasis,  to  occlude  a  vas-. 

G2 

cular  malformation),  percutaneous,  any  method,  non-central  nervous  system,  non-head  or  neck. 

37210  . 

Uterine  fibroid  embolization  (ufe,  embolization  of  the  uterine  arteries  to  treat  uterine  fibroids,  leiomyomata). 

G2 

percutaneous  approach  inclusive  of  vascular  access,  vessel  selection,  embolization,  and  all  radiological  su¬ 
pervision  and  interpretation,  intraprocedural  road  mapping,  and  imaging  guidance  necessary  to  complete  the 
procedure. 

37221  . 

Revascularization,  iliac  artery,  unilateral,  initial  vessel;  with  transluminal  stent  placement(s)  . 

G2 

37223  . 

Revascularization,  iliac  artery,  each  additional  ipsilateral  iliac  vessel;  with  transluminal  stent  placement(s).  (List 

G2 

separately  in  addition  to  code  for  primary  procedure). 

.50593 

Ahlatinn  rnnal  tiimor(R)  unilateral  percutanfiou.s,  cryotherapy . L . 

G2 

52649  . 

Laser  enucleation  of  the  prostate  with  morcellation,  including  control  of  postoperative  bleeding,  complete  (vas- 

G2 

ectomy,  meatotomy,  cystourethroscopy,  urethral  calibration  and/or  dilation,  internal  urethrotomy  and 
transurethral  resection  of  prostate  are  included  if  performed). 

b.  Covered  Surgical  Procedures 
Designated  as  Office-Based 

(1)  Background 

In  the  August  2,  2007  ASC  final  rule, 
we  finalized  our  policy  to  designate  as 
“office-based”  those  procedures  that  are 
added  to  the  ASC  list  of  covered 
surgical  procedures  in  CY  2008  or  later  ^ 
years  that»we  determine  are  performed 
predominantly  (more  than  50  percent  of 
the  time)  in  physicians’  offices  based  on 
consideration  of  the  most  recent 
available  volume  and  utilization  data  for 
each  individual  procedure  code  and/or, 
if  appropriate,  the  clinical 
characteristics,  utilization,  and  volume 
of  related  codes.  In  that  rule,  we  also 
finalized  our  policy  to  exempt  all 


procedures  on  the  CY  2007  ASC  list 
from  application  of  the  office-based 
classification  (72  FR  42512).  The 
procedures  that  were  added  to  the  ASC 
list  of  covered  surgical  procedures 
beginning  in  CY  2008  that  we 
determined  were  office-based  were 
identified  -in  Addendum  AA  to  that  rule 
by  payment  indicator  “P2”  (Office-based 
surgical  procedure  added  to  ASC  list  in 
CY  2008  or  later  with  MPFS  non-facility 
PE  RVUs;  payment  based  on  OPPS 
relative  payment  weight);  “P3”  (Office- 
based  surgical  procedures  added  to  ASC 
list  in  CY  2008  or  later  with  MPFS  non¬ 
facility  PE  RVUs;  payment  based  on 
MPFS  Aon-facility  PE  RVUs);  or  “R2” 
(Office-based  surgical  procedure  added 
to  ASC  list  in  CY  2008  or  later  without 


MPFS  non-facility  PE  RVUs;  payment 
based  on  OPPS  relative  payment 
weight),  depending  on  whether  we 
estimated  it  would  be  paid  according  to 
the  standard  ASC  payment  methodology 
based  on  its  OPPS  relative  payment 
weight  or  at  the  MPFS  non-facility  PE 
RVU  amount. 

Consistent  with  our  final  policy  to 
annually  review  and  update  the  list  of 
surgical  procedures  eligible  for  payment 
in  ASCs,  each  year  we  identify  surgical 
procedures  as  either  temporarily  or 
permanently  office-based  after  taking 
into  account  updated  volume  and 
utilization  data. 
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(2)  Changes  to  Covered  Surgical 
Procedures  Designated  as  Office-Based 
for  CY  2011 

In  developing  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46330),  we 
followed  our  policy  to  annually  review 
and  update  the  surgical  procedures  for 
which  ASC  payment  is  made  and  to 
identify  new  procedures  that  may  be 
appropriate  for  ASC  payment,  including 
their  potential  designation  as  office- 
based.  We  reviewed  CY  2009  volume 
and  utilization  data  and  the  clinical 
characteristics  for  all  surgical 
procedures  that  are  assigned  payment 
indicator  “G2”  in  CY  2010,  as  well  as  for 
those  procedures  assigned  one  of  the 
temporary  office-based  payment 
indicators,  specifically  “P2*,”  “P3*,”  or 
‘‘R2*”  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR  60605 
through  60608).  We  also  examined  the 
data  for  the  five  procedures  that  we 
proposed  to  add  to  the  ASC  list  of 
covered  surgical  procedures  for  GY  2011 
(listed  in  Table  43  of  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46330))  to 
determine  if  these  procedures  should  be 
designated  as  office-based. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46331),  we  indicated  that 
our  review  of  the  CY  2009  volume  and 
utilization  data  resulted  in  our 
identification  of  six  surgical  procedures 
that  we  believed  met  the  criteria  for 
designation  as  office-based.  We  stated 
that  the  data  indicated  that  the 
procedures  are  performed  more  than  50 
percent  of  the  time  in  physicians’ 
offices,  and  that  our  medical  advisors 
believed  the  services  are  of  a  level  of 
complexity  consistent  with  other 
procedures  performed  routinely  in 
physicians’  offices.  The  six  CPT  codes 
we  proposed  to  permanently  designate 
as  office-based  were  listed  in  Table  44 
of  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46332)  and  include  the 
following;  20697  (Application  of 
multiplane  (pins  or  wires  in  more  than 
one  plane),  unilateral,  external  fixation 
with  stereotactic  computer-assisted 
adjustment  (e.g.,  spatial  frame), 
including  imaging;  exchange  (i.e., 
removal  and  replacement)  of  strut, 
each),  27767  (Closed  treatment  of 
posterior  malleolus  fracture;  without 
manipulation).  37205,  37206,  37210, 
and  50593.  Subsequent  to  the  release  of 
the  CY  2011  OPPS/ASC  proposed  rule, 
we  recognized  that  the  long  descriptors 
for  CPT  codes  50593  and  37210  in  Table 
44  were  incorrect.  We  corrected  Table 
44  on  the  CMS  Web  site  for  the  CY  2011 
OPPS/ASC  proposed  rule  at  http:// 
www.cms.gov/ASCPayment/.  We  noted 
in  the  proposed  rule  that  four  of  these 
six  procedures  are  procedures  that  We 


also  proposed  to  add  to  the  ASC  list  of 
covered  surgical  procedures  for  CY 
2011:  CPT  codes  37205, 37206,  37210, 
and  50593.  The  other  two  procedures, 
described  by  CPT  codes  20697  and 
27767,  are  already  on  the  ASC  list  of 
covered  surgical  procedures. 

Comment:  Some  commenters 
expressed  their  continued  disagreement 
with  the  policy  to  make  payment  at  the 
lower  of  the  ASC  rate  or  MPFS 
nonfacility  PE  RVU  payment  amount  for 
procedures  we  identify  as  office-based 
and  requested  that  CMS  not  finalize  any 
of  the  proposed  office-based 
designations.  They  believed  that,  due  to 
the  payment  limits  required  by  CMS’ 
payment  policy  for  providing  these 
services  in  ASCs,  beneficiaries  who 
require  the  level  of  care  provided  in 
ASCs  instead  have  to  receive  treatment 
in  the  more  costly  HOPD  setting.  They 
pointed  out  that  even  when  a  procedure 
is  frequently  performed  in  an  office, 
there  are  circumstances  when  the  office 
is  an  inappropriate  or  unavailable 
setting,  and  that  the  site-of-service 
criterion  fails  to  recognize  the  variation 
in  practice  patterns  across  the  country. 
The  commenters  also  stated  that  the 
continuation  of  this  policy  expands  the 
gap  between  the  rates  that  ASCs  should 
receive  based  upon  the  OPPS  APC 
relative  weights  and  the  actual  payment 
they  receive  based  on  the  revised  ASC 
payment  system  policies. 

The  commenters  recommended  that 
CMS  establish  a  minimum  volume 
threshold  before  designating  a 
procedure  office-based  in  order  to 
ensure  that  the  data  used  to  apply  this 
policy  are  reliable.  They  asserted  that 
unless  CMS  includes  multiple  years  of 
data  in  its  calculation,  services  with  low 
volume  can  reach  the  50  percent 
threshold  with  little  change  in  the 
distribution  of  procedures  across  sites  of 
care.  They  also  recommended  that  CMS 
raise  the  utilization  threshold  above  50 
percent  for  designating  a  procedure  as 
office-based  and  only  use  current  data  to 
make  the  office-based  assessment. 

Response:  As  we  have  stated  in  the 
past  (74  FR  60605  through  60606),  we 
continue  to  believe  that  our  policy  of 
identifying  low  complexity  procedures 
that  are  performed  predominantly  in 
physicians’  offices  and  limiting  their 
payment  in  ASCs  to  the  physician’s 
office  payment  amount  is  necessary  and 
valid.  We  believe  this  is  the  most 
appropriate  approach  to  preventing  the 
creation  of  payment  incentives  for 
services  to  move  from  physicians’ 
offices  to  ASCs  for  the  many  newly 
covered  low  complexity  procedures'  on 
the  ASC  list.  We  do  not  agree  with  the 
commenter  that  this  policy  creates 
incentives  for  patients  to  be  treated  in 


the  HOPD,  because  we  believe  that 
paying  for  these  services  that  are 
typically  performed  in  a  physician 
office  at  the  lower  of  the  ASC  or  the 
MPFS  honfacility  PE  RVU  payment 
amount  is  appropriate  and  adequate  to 
ensure  beneficiary  access  in  the  ASC 
setting.  We  continue  to  believe  that  it  is 
appropriate  that  ASCs  be  paid  no  more 
for  performing  office-based  procedures 
than  those  procedures  would  be  paid 
when  performed  in  physicians’  offices, 
in  order  to  deter  inappropriate 
migration  of  these  surgical  procedures 
to  ASCs  based  on  financial 
considerations  rather  than  clinical 
needs.  Although  our  policy  to  pay  for 
some  services  at  the  MPFS  non-facility 
PE  RVU  amount  does  introduce 
payment  for  a  number  of  procedures  at 
rates  not  based  on  the  ASC  relative 
payment  weights  and,  as  such,  may  be 
viewed  as  expanding  the  gap  between 
the  rates  that  ASCs  should  receive  based 
upon  the  OPPS  APC  relative  weights 
and  the  actual  payment  they  receive 
based  on  the  revised  ASC  payment 
system  policies  between  the  OPPS  and 
ASC  payment  system,  we  do  not  believe 
that  the  alternative  of  making  payments 
at  the  higher  ASC  rate  is  preferable. 

None  of  the  office-based  procedures  was 
eligible  for  ASC  payment  prior  to 
implementation  of  the  revised  payment 
system  and  we  see  no  inherent 
unfairness  in  limiting  ASC  payment  to 
the  rate  for  the  lower-intensity  site-of- 
service  (physician’s  office)  that  our  data 
indicate  is  the  care  setting  for  most 
Medicare  cases.  We  expect  physicians 
in  all  cases  to  choose  a  care  setting  that 
is  appropriate  for  the  individual  patient. 

We  do  not  agree  with  the  commenters 
who  asserted  that  we  should  alter  our 
established  office-based  payment 
methodology  to  establish  a  minimum 
volume  threshold  or  include  multiple 
years  of  data.  As  we  have  stated  in  the 
past  (74  FR  60605  through  60606),  we 
are  confident  that  the  CY  2009  claims 
data,  the  most  recent  full  year  of  volume 
and  utilization  data,  are  an  appropriate 
source  to  inform  our  decisions  regarding 
the  site-of-service  for  procedures. 
Because  this  is  national  data,  it  also 
reflects  variation  in  practice  patterns 
across  the  Nation.  In  our  review  process, 
when  we  believe  that  the  available  data 
are  inadequate  bases  upon  which  to 
make  a  determination  that  a  procedure 
should  be  office-based,  we  either  make 
no  change  to  the  procedure’s  payment 
status  or  make  the  change  temporary 
and  reevaluate  our  decision  using  data 
that  become  available  for  our  next 
evaluation.  We  believe  that  it  is 
appropriate  to  continue  using  our 
judgment  regarding  whether  the  volume 
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of  cases  and  the  proportion  of  cases  that 
are  provided  in  the  physicians’  office 
setting  indicate  that  the  procedure  is  an 
office-based  procedure  in  addition  to 
our  medical  advisors’  clinical 
judgments,  utilization  data  for 
procedures  that  are  closely  related  to  the 
procedures  being  evaluated,  and  any 
other  information  that  is  available  to  us. 
Thus,  we  will  continue  to  use  our 
existing  review  and  decision  processes. 

Comment:  Several  commenters 
specifically  addressed  our  proposals  to 
designate  the  procedures  listed  in  Table 
44  of  the  CY  2011  OPPS/ASC  proposed 
rule  as  office-based,  and  argued  that  the 
procedures  described  by  the  following 
CPT  codes  are  not  performed  more  than 
50  percent  of  the  time  in  a  physician’s 
office:  37205,  37206,  37210,  and  50593. 

Response:  We  appreciate  commenters’ 
assessment  of  the  specific  CPT  codes  we 


proposed  to  newly  designate  as'office- 
based  for  CY  2011.  We  reviewed  the 
most  current  utilization  data  and  agree 
that  the  procedures  described  by  CPT 
codes  37205,  37206,  37210,  and  50593 
are  not  performed  more  than  50  percent 
of  the  time  in  a  physician’s  office. 
Therefore,  we  are  not  designating  these 
CPT  codes  as  office-based  procedures 
for  CY  2011  as  we  proposed.  We  also 
note  that,  as  stated  previously,  the 
descriptors  for  CPT  codes  37205  and 
37206  are  significantly  changing  for  CY 
2011  and  will  not  be  added  to  the  ASC 
list  of  covered  surgical  procedures.  , 
The  utilization  data  for  the  other 
procedures  listed  in  Table  44  of  the 
proposed  rule,  described  by  CPT  codes 
20697  and  27767,  continue  to  indicate 
that  these  procedures  are  performed 
more  than  50  percent  of  the  time  in 
physicians’  offices  and  did  not  change 


between  the  proposed  rule  and  this  final 
rule  with  comment  period.  Therefore, 
we  continue  to  believe  it  is  appropriate 
to  designate  these  CPT  codes  as  office- 
based  for  CY  2011. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposals,  with 
modification,  to  designate  the 
procedures  displayed  in  Table  55  below 
as  office-based  for  CY  2011.  We  also 
examined  the  clinical  characteristics 
and  utilization  data  for  procedures 
related  to  the  two  new  CY  2011  CPT 
codes  we  are  adding  to  the  ASC  list  of 
covered  surgical  procedures,  CPT  codes 
37221  and  37223,  as  discussed  in 
section  XV.C.  of  this  final  rule  with 
comment  period,  and  we  determined 
that  these  codes  should  not  be 
designated  as  office-based  for  CY  2011. 


Table  55— CY  2011  Final  Designations  of  ASC  Covered  Surgical  Procedures  Newly  Designated  as 

Permanently  Office-Based 


1 

j 

CY  201 1  CPT 
code 

i 

.  CY  201 0  long  descriptor 

1 

CY  2010  i 
ASC- 

payment  ' 
indicator 

Proposed  i 
CY  201 1 
ASC  i 

payment 
indicator  * 

Final 

CY  201 1 
ASC 
payment 
indicator 

20697  . . 

Application  of  multiplane  (pins  or  wires  in  more  than  one  plane),  unilateral,  exter¬ 
nal  fixation  with  stereotactic  computer-assisted  adjustment  (e.g.,  spatial  frame), 

1  including  imaging;  exchange  (i.e.,  removal  and  replacement  of  strut,  each). 

G2 

P2 

P2 

27767  . 

1  Closed  treatment  of  posterior  malleolus  fracture;  without  manipulation  . 

G2 

1  P2 

P2 

*  Payment  indicators  are  based  on  a  comparison  of  the  rates  according  to  the  ASC  standard  ratesetting  methodology  and  the  MPFS  rates.  At 
the  time  this  final  rule  with  comment  period  is  being  finalized  for  publication,  current  law  authorizes  a  negative  update  to  the  MPFS  payment 
rates  for  CY  201 1 .  Therefore,  this  final  rule  with  comment  period  reflects  a  negative  update  to  the  MPFS  payment  rates  for  CY  201 1 .  If  Congress 
revises  the  MPFS  update  for  CY  2011,  we  will  recalculate  the  ASC  payment  rates  using  the  revised  update  factor  in  the  January  2011  payment 
rate  files  issued  to  contractors  and  posted  to  the  ASC  Web  site  at  http://www.cms.gov/ASCPayment/. 


We  also  reviewed  CY  2009  volume 
and  utilization  data  and  other 
information  for  the  six  procedures 
proposed  for  temporary  office-based 
status  in  the  CY  2010  OPPS/ASC 
proposed  rule  (74  FR  35382)  and 
finalized  for  temporary  office-based 
status  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR 
60607).  Among  these  six  procedures, 
there  were  almost  no  claims  data  for 
three  procedures:  CPT  code  0099T 
(Implantation  of  intrastromal  corneal 
ring  segments);  CPT  code  0124T 
(Conjunctival  drug  placement);  and  CPT 
code  67229  (Treatment  of  extensive  or 
progressive  retinopathy,  one  or  more 
sessions;  preterm  infant  (less  than  37 
weeks  gestation  at  birth),  performed 
from  birth  up  to  1  year  of  age  (e.g., 
retinopathy  of  prematurity), 
photocoagulation  or  cryotherapy). 
Consequently,  we  proposed  to  maintain 
their  temporary  office-based 
designations  for  CY  2011.  We  also 
proposed  to  maintain  in  CY  2011  the 
temporary  office-based  designation  for 


the  four  codes  that  became  effective  in 
the  July  2010  ASC  quarterly  update: 

CPT  code  0226T  (Angoscopy,  high 
resolution  (HRA)  (with  magnification 
and  chemical  agent  enhancement); 
diagnostic,  including  collection  of 
specimen(s)  by  brushing  or  washing 
when  performed);  CPT  code  0227T 
(Angoscopy,  high  resolution  (HRA) 

(with  magnification  and  chemical  agent 
enhancement);  with  biopsy(ies));  CPT 
code  0232T  (Injection(s),  platelet  rich' 
plasma;  any  tissue,  including  image  . 
guidance,  harvesting  and  preparation 
when  performed);  and  HCPCS  code 
C9800  (Dermal  injection  procedure(s) 
for  facial  lipodystrophy  syndrome  (LDS) 
and  provision  of  Radiesse  or  Sculptra 
dermal  filler,  including  all  items  and 
supplies),  because  no  data  were 
available  for  these  codes  at  the  time  of 
the  proposed  rule. 

As  a  result  of  our  review  of  the  * 
reupaining  three  procedures  that  have 
temporary  office-based  designations  for 
CY  2010  for  which  we  do  have  claims 
data,  we  proposed  to  make  permanent 


the  office-based  designations  for  all  of 
them  for  CY  2011.  The  three  surgical 
procedure  codes  are:  CPT  code  46930 
(Destruction  of  internal  hemorrhoid(s) 
by  thermal  energy  (e.g.,  infrared 
coagulation,  cautery,  radiofrequency)); 
CPT  code  64455  (Injection(s),  anesthetic 
agent  and/or  steroid^  plantar  common 
digital  nerve(s)  (e.g.,  Morton’s 
neuroma));  and  CPT  code  64632 
(Destruction  by  neurolytic  agent;  plantar 
common  digital  nerve).  We  stated  in  the 
CY  2011  OPPS/ASC  proposed  rule  (75 
FR  46333)  that  the  volume  and 
utilization  data  for  these  CPT  codes  are 
sufficient  to  support  our  determination 
that  these  procedures  are  performed 
predominantly  in  physicians’  offices. 
Therefore,  we  proposed  to  make 
permanent  the  office-based  designations 
for  the  three  procedures  for  CY  2011. 

The  procedures  that  we  proposed  to 
permanently  designate  as  office-based 
for  CY  2011  that  were  temporarily 
designated  as  office-based  procedures  in 
CY  2010  were  displayed  in  Table  45  of 
the  CY  2011  OPPS/ASC  proposed  rule 
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(75  FR  46334).  The  procedures  that  we 
proposed  to  temporarily  designate  as 
office-based  for  CY  2011  were  displayed 
in  Table  46  of  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  4635).  The 
procedures  for  which  the  proposed 
office-based  designation  for  CY  2011  is 
temporary  also  were  indicated  by  an 
asterisk  in  Addendum  AA  to  the 
proposed  rule. 

We  did  not  receive  any  public 
comments  that  addressed  our  proposals 
to  designate  the  three  procedures  listed 
in  Table  45  of  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46334),  and 


restated  in  Table  56,  below,  as 
permanently  office-based  for  CY  2011. 
Therefore,  we  are  finalizing  our 
proposal  to  designate  the  three 
procedures  listed  in  Table  45  of  the  CY 
*2011  OPPS/ASC  proposed  rule,  which 
were  designated  as  temporarily  office- 
based  for  CY  2010,  as  permanently 
office-based  for  CY  2011.  We  li.st  the 
codes,  long  descriptors,  CY  2010  ASC 
payment  indicators,  and  CY  2011  ASC 
payment  indicators  for  these  three 
procedures  in  Table  56  below.  We  also 
did  not  receive  any  public  comments  on 
our  proposal  to  temporarily  designate  as 


office-based  for  CY  2011  the  seven 
procedures  listed  in  Table  46  of  the  CY 
2011  OPPS/ASC.proposed  rule  (75  FR 
46335)  and  restated  in  Table  57,  below. 
We  are  finalizing  our  proposal  to 
designate  the  seven  procedures  listed  in 
Table  46  of  the  CY  2011  OPPS/ASC 
proposed  rule,  which  were  designated 
as  temporarily  office-based  for  CY  2010, 
as  temporarily  office-based  for  CY  2011. 
We  list  the  codes,  long  descriptors,  CY 

2010  ASC  payment  indicators,  and  CY 

2011  ASC  payment  indicators  for  these 
seven  procedures  in  Table  57  below. 


Table  56— CY  2010  Temporarily  Designated  Office-Based  ASC  Covered  Surgical  Procedures  That  Are 
Designated  as  Permanently  Office-Based  for  CY  201 1 


CY  201 1  CPT  1 
code 

1 

CY  201 1  long  descriptor  j 

1 

1  i 

CY  2010 
ASC 
payment 
indicator 

Final 

CY  2011 
ASC 
payment 
indicator" 

46930  . 

!  Destruction  of  internal  hemorrhoid(s)  by  thermal  energy  (e  g.,  infrared  coagulation,  cautery,  ra- 
j  diofrequency). 

P3* 

P3 

64455  . 

1  Injection(s),  anesthetic  agent  and/or  steroid,  plantar  common  digital  nerve(s)  (e.g.,  Morton’s 

1  neuroma). 

P3* 

P3 

64632  . 

i  Destruction  by  neurolytic  agent;  plantar  common  digital  nerve  . 

P3* 

P3 

*  If  designation  is  temporary.  » 

**  Payment  indicators  are  based  on  a  comparison  of  the  rates  according  to  the  ASC  standard  ratesetting  methodology  and  the  MPFS  rates.  At 
the  time  this  final  rule  with  comment  period  is  being  finalized  for  publication,  current  law  authorizes  a  negative  update  to  the  MPFS  payment 
rates  for  CY  201 1 .  Therefore,  this  final  rule  with  comment  period  reflects  a  negative  update  to  the  MPFS  payment  rates  for  CY  201 1 .  If  Congress 
revises  the  MPFS  update  for  CY  201 1 ,  we  will  recalculate  the  ASC  payment  rates  using  the  revised  update  factor  in  the  January  201 1  payment 
rate  files  issued  to  contractors  and  posted  to  the  ASC  Web  site  at  http://www.cms.gov/ASCPayment/. 


Table  57— CY  2010  Temporarily  Designated  Office-Based  ASC  Covered  Surgical  Procedures  That  Are 
Designated  as  Temporarily  Office-Based  for  CY  2011 


CY  2011  HCPCS 
code 

CY  201 1  long  descriptor 

CY  2010 
ASC 
payment 
indicator 

Final  CY 
2011  ASC 
payment 
indicator** 

0099T  . 

Implantation  of  intrastromal  corneal  ring  segments . 

R2* 

R2* 

0124T  . 

Conjunctival  incision  with  posterior  extrascleral  place¬ 
ment  of  pharmacological  agent  (does  not  include  sup¬ 
ply  of  medication). 

R2* 

R2* 

0226T  . . 

Angoscopy,  high  resolution  (HRA)  (with  magnification 
and  chemical  agent  enhancement);  diagnostic,  includ¬ 
ing  collection  of  specimen(s)  by  brushing  or  washing 
when  performed. 

R2*. 

R2* 

0227T  . 

Angoscopy,  high  resolution  (HRA)  (with  magnification 
and  chemical  agent  enhancement);  with  biopsy(ies). 

R2* 

R2* 

0232T  . 

Injection(s),  platelet  rich  plasma,  any  tissue,  including 
image  guidance,  harvesting  and  preparation  when 
performed. 

R2* 

R2* 

67229  . 

Treatment  of  extensive  or  progressive  retinopathy,  one 
or  more  sessions;  preterm  infant  (less  than  37  weeks 
gestation  at  birth),  performed  from  birth  up  to  1  year 
of  age  (e.g.,  retinopathy  of  prematurity), 
photocoagulation  or  cryotherapy. 

R2* 

R2* 

C9800  . 

Dermal  injection  procedure(s)  for  facial  lipodystrophy 
syndrome  (LDS)  and  provision  of  Radiesse  or 
Sculptra  dermal  filler,  including  all  items  and  supplies. 

R2* 

R2* 

*  If  designation  is  temporary. 

"Payment  indicators  are  based  on  a  comparison  of  the  rates  according  to  the  ASC  standard  ratesetting  methodology  and  the  MPFS  rates.  At 
the  time  this  final  rule  with  comment  period  is  being  finalized  for  publication,  current  law  •uthorizes  a  negative  update  to  the  MPFS  payment 
rates  for  CY  201 1 .  Therefore,  this  final  rule  with  comment  period  reflects  a  negative  update  to  the  MPFS  payment  rates  for  CY  201 1 .  If  Congress 
revises  the  MPFS  update  for  CY  2011,  we  will  recalculate  the  ASC  payment  rates  using  the  revised  update  factor  in  the  January  2011  payment 
rate  files  issued  to  contractors  and  posted  to  the  ASC  Web  site  at  http://www.cms.gov/ASCPayment/. 
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Displayed  in  Table  47  of  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46337) 
were  new  (or  substantially  revised)  CY 
2010  CPT  codes  to  which  we  assigned 
temporary  office-based  payment 
indicators'in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  peTiod  (74  FR 
60608).  As  explained  in  section  XV.B.l. 
of  that  final  rule  with  comment  period 
(74  FR  60599  and  60607),  we  reviewed 
all  of  the  newly  created  HCPCS  codes 
that  became  available  after  the  issuance 
of  the  CY  2009  OPPS/ASC  proposed 
rule  that  are  used  to  report  surgical 
procedures  in  CY  2010  to  evaluate  their 
appropriateness  for  the  ASC  list  of 
covered  surgical  procedures.  Of  the 
procedures  reported  by  new  or 
substantially  revised  CY  2010  CPT 
codes  that  we  determined  should  not  be 
excluded  from  the  ASC  list  based  on  our 
clinical  review,  including  assessment  of 
available  utilization  and  volume  data  for 
any  closely  related  procedures  and 
consideration  of  other  available 
information,  we  determined  that  16  of 
the  procedures  would  predorriinantly  be 
performed  in  physicians’  offices. 
However,  because  we  had  no  utilization 
data  for  the  procedures  specifically 
described  by  these  new  CPT  codes,  we 
made  the  office-based  designations  -  . 
ftemporary  rather  than  permanent  and 
stated  that  we  would  reevaluate  the 


procedures  when  data  become  available 
(74  FR  60607  through  60608).  The 
temporary  payment  indicators  for  the  16 
office-based  procedures  displayed  in 
Table  47  were  interim  designations  and 
were  open  to  public  comment  during 
the  60-day  comment  period  following 
the  release  of  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period.  We 
indicated  that  we  would  respond  to 
public  comments  received  during  that 
j60-day  comment  period  as  well  as  the 
comment  period  following  the  CY  2011 
OPPS/ASC  proposed  rule  in.  this  CY 
2011  OPPS/ASC  final  rule  with* 
comment  period. 

Comment:  Some  commenters  to  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  and  the  CY  2011 
OPPS/ASC  proposed  rule  disagreed 
with  the  designation  of  CPT  code  21015 
(Radical  resection  of  tumor  (e.g., 
malignant  neoplasm,  soft  tissue  of  the 
face  or  scalp:  less  than  2  cm)  as 
temporarily  office-baSed.  According  to 
the  commenters,  Medicare  claims  data 
indicate  that  this  procedure  is  not 
performed  in  the  physician  office  setting 
more  than  50  percent  of  the  time. 

Response:  We  disagree  with  the 
commenters’  assertion  that  CPT  code 
21015  should  not  be  temporarily  office- 
based.  We  also  do  not  agree  with  the 
commenters  that  we  can  use  the 


Medicare  claims  data  to  assess  whether 
the  procedure  described  by  CPT  code 
21015  is  predominantly  performed  in 
the  office  or  non-office  setting.  As  we 
explained  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  and  in 
the  CY  2011  OPPS/ASC  proposed  rule 
(74  FR  60599,  60607,  and  60608  and  75 
FR  46337),  the  CPT  code  descriptor  for 
CPT  code  21015  was  one  of  several 
HCPCS  codes  with  descriptors  that  were 
so  substantially  revised  for  CY  2010  that 
we  consider  them  to  be  new  for  CY 
2010.  Therefore,  the  most  current 
available  Medicare  claims  data  from 
2009  does  not  reflect  the  procedure  now 
described  by  CPT  code  21015  and 
should  not  be  used  to  determine  site-of- 
service.  Our  medical  review  team 
reviewed  the  clinical  characteristics  of 
this  procedure  and  the  utilization  data 
for  related  procedures,  and  we  continue 
to  believe  that  it  would  predominantly 
be  performed  in  the  physician  office. 
Therefore,  we  are  maintaining  its 
designation  as  temporarily  office-based 
in  CY  2011. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2011  proposal, 
without  modification,  to  maintain  the 
temporary  office-based  payment 
indicators  for  the  new  CY  2010  CPT 
codes  as  displayed  in  Table  58  below. 


Table  58— Final  CY  2011  Payment  Indicators  for  New  CY  2010  CPT  Codes  for  ASC  Covered  Surgical  Pro¬ 
cedures  Designated  as  Temporarily  Office-Based  on  an  Interim  Basis  in  the  CY  2010  OPPS/ASC  Final 
Rule  With  Comment  Period 


CY  2011 

CPT 

code 

CY  201 1  long  descriptor 

CY  2010  ; 

ASC 

payment 

indicator 

Final  CY 
2011  ASC 
payment 
indicator** 

21015  . . 

Radical  resection  of  tumor  (e.g.,  malignant  neoplasm), 
soft  tissue  of  face  or  scalp;  less  than  2  cm). 

R2* 

R2* 

21555  . . 

Excision,  tumor,  soft  tissue  of  neck  or  anterior  thorax, 
subcutaneous;  less  than  3  cm. 

P3* 

P3* 

21930  . . . 

Excision,  tumor,  soft  tissue  of  back  or  flank,  subcuta¬ 
neous;  less  than  3  cm. 

P3* 

P3* 

23075  . ^ . 

■ 

Excision,  tumor,  soft  tissue  of  shoulder  area,  subcuta¬ 
neous;  less  than  3  cm. 

P3* 

P3* 

24075  . 

Excision,  tumor,  soft  tissue  of  upper  arm  or  elbow  area, 
subcutaneous:  less  than  3  cm. 

P3‘ 

P3* 

25075  . 

Excision,  tumor,  soft  tissue  of  forearm  and/or  wrist  area, 
subcutaneous:  less  than  3  cm. 

P3* 

P3* 

26115  . 

Excision,  tumor  or  vascular  malformation,  soft  tissue  of 
hand  or  finger,  subcutaneous;  less  than  1.5  cm. 

P3* 

P3* 

27047  . .  - 

Excision,  tumor,  soft  tissue  of  pelvis  and  hip  area,  sub¬ 
cutaneous;  less  than  3  cm. 

.  P3* 

P3* 

27327  . 

Excision,  tumor,  soft  tissue  of  thigh  or  knee  area,  sub¬ 
cutaneous;  less  than  3  cm. 

P3* 

P3* 

27618  . 

Excision,  tumor,  soft  tissue  of  leg  or  ankle  area,  sub¬ 
cutaneous;  less  than  3  cm. 

P3* 

P3* 

28039  . . . 

Excision,  tumor,  soft  tissue  of  foot  or  toe,  subcutaneous; 
1.5  cm  or  greater. 

P3* 

P3** 

28041  . 

Excision,  tumor,  soft  tissue  of  foot  or  toe,  subfascial 
(e.g.,  intramuscular);  1.5  cm  or  greater. 

R2* 

R2* 

28043  . : . 

Excision,  tumor,  soft  tissue  of  foot  or  toe,  subcutaneous; 
less  than  1.5  cm. 

P3* 

P3* 

28045  . 

Excision,  tumor,  soft  tissue  of  foot  or  toe,  subfascial 
(e.g.,  intramuscular);  less  than  1.5  cm. 

P3* 

P3* 
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Table  58— Final  CY  2011  Payment  Indicators  for  New  CY  2010  CPT  Codes  for  ASC  Covered  Surgical  Pro¬ 
cedures  Designated  as  Temporarily  Office-Based  on  an  Interim  Basis  in  the  CY  2010  OPPS/ASC  Final 
Rule  With  Comment  Period — Continued 


CY2011 

CPT 

code 

CY  201 1  long  descriptor  ^ 

CY2010 

ASC 

payment 

indicator 

Final  CY 
2011  ASC 
payment 
indicator** 

28046  . 

Radical  resection  of  tumor  (e.g.,  malignant  neoplasm). 

R2* 

R2* 

soft  tissue  of  foot  or  toe;  less  than  3  cm. 

37761  . :. . 

Ligation  of  perforator  vein(s),  subfascial,  open,  including 

R2* 

R2* 

• 

ultrasound  guidance,  when  performpd,  1  leg. 

*  If  designation  is  temporary. 

“Payment  indicators  are  based  on  a  comparison  of  the  rates  according  to  the  ASC  standard  ratesetting  methodology  and  the  MPFS  rates.  At 
the  time  this  final  rule  with  comment  period  is  being  finalized  for  publication,  current  law  authorizes  a  negative  update  to  the  MPFS  payment 
rates  for  CY  201 1 .  Therefore,  this  final  rule  with  comment  period  reflects  a  negative  update  to  the  MPFS  payment  rates  for  CY  201 1 .  If  Congress 
revises  the  MPFS  update  for  CY  201 1 ,  we  will  recalculate  the  ASC  payment  rates  using  the  revised  update  factor  in  the  January  201 1  payment 
rate  files  issued  to  contractors  and  posted  to  the  ASC  Web  site  at  http://www.cms.gov/ASCPayment/. 


In  addition  to  the  comments  we 
received  on  the  office-based 
designations  of  procedures  specifically 
discussed  in  the  CY  2011  OPPS/ASC 
proposed  rule,  we  received  the 
following  comments  on  the  proposed 
office-based  status  of  procedures  as 
listed  in  Addendum  AA  of  the  proposed 
rule. 

Comment:  One  commenter  requested 
that  CMS  not  consider  as  office-based 
CPT  codes  21011  (Excision,  tumor,  soft 
tissue  of  face  or  scalp,  subcutaneous; 
less  than  2  cm),  21012  (Excision,  tumor, 
soft  tissue  of  face  or  scalp, 
subcutaneous;  2  cm  or  greater),  21013 
(Excision,  tumor,  soft  tissue  of  face  and 
scalp,  subfascial  (e.g.j  subgaleal, 
intramuscular);  less  than  2  cm),  21014 
(Excision,  tumor,  soft  tissue  of  face  and 
scalp,  subfascial  (e.g.,  subgaleal, 
intramuscular);  2  cm  or  greater),  and 
21016  (Radical  resection  of  tumor  (e.g., 
malignant  neoplasm),  soft  tissue  of  face 
or  scalp;  2  cm  or  greater)  until  there  are 
significant  data  to  show  that  these  codes 
are  performed  over  50  percent  of  the 
time  in  physicians’  offices. 

Response:  Because  CPT  codes  21011, 
21012,  21013,  21014,  and  21016  are  new 
for  CY  2010,  we  have  no  claims  data 
showing  in  w'hich  setting  these  codes 
are  performed  the  majority  of  the  time. 
As  is  our  standard  process,  we 
examined  the  available  utilization  and 
volume  data  for  closely  related 
procedures  and  considered  other 
relevant  clinical  information  to 
determine  whether  these  procedures 
should  be  considered  office-based.  We 
continue  to  believe  that  the  procedures 
described  by  CPT  codes  21011,  21012, 
21013,  and  21014  would  be  performed 
predominantly  in  the  physician  office¬ 
setting  and  are  therefore  maintaining  the 
office-based  designations  for  these 
procedures  in  CY  2011  as  proposed.  We 
note  that  we  did  not  propose,  nor  are  we 
finalizing,  an  office-based  designation 


for  the  procedure  described  by  CPT 
code  21016. 

Comment:  Several  commenters 
disagreed  with  the  proposed  assignment 
of  payment  indicator  “P2”  to  CPT  codes 

37765  (Stab  phlebectomy  of  varicose 
veins,  1  extremity;  more  than  20 
incisions  stab  phlebectomy  of  varicose 
veins,  1  extremity;  10-20  stab  incisions) 
and  37766  (Stab  phlebectomy  of 
varicose  veins,  1  extremity;  more  than 
20  incisions).  According  to  the 
commenters,  th«  CY  2011  MPFS 
proposed  rule  included  nonfacility 
payment  for  these  two  procedures,  but 
they  requested  that  we  postpone 
changing  the  payment  indicator  for  CPT 
codes  37765  and  37766  from  “R2”  to 
“P3”  for  one  year  and  continue  to  base 
payment  on  the  OPPS  rather  than  the 
MPFS  despite  the  availability  of  MPFS 
non-facility  PE  RVUs  for  these 
procedures. 

Response:  We  do  not  agree  with  the 
commenter  that  it  would  be  appropriate 
to  maintain  payment  indicator  “R2”  for 
the  office-based  procedures  described 
by  CPT  codes  37765  and  37766  for  CY 
2011.  As  the  commenter  notes,  there  are 
now  non-facility  PE  RVUs  upon  which 
to  base  payment  for  these  procedures, 
and  we  only  assign  payment  indicator 
“R2”  to  those  office-based  surgical 
procedures  added  to  the  ASC  list  in  CY 
2008  or  later  without  MPFS  non-facility 
PE  RVUs.  Therefore,  we  are  finalizing 
our  proposal  to  assign  payment 
indicator  P3  to  CPT  codes  37765  and 

37766  for  CY  2011. 

c.  ASC  Covered  Surgical  Procedures 
Designated  as  Device-Intensive 

(1)  Background 

As  discussed  in  the  August  2,  2007 
final  rule  (72  FR  42503  through  42508), 
we  adopted  a  modified  payment 
methodology  for  calculating  the  ASC 
payment  rates  for  covered  surgical 
procedures  that  are  assigned  to  the 


subset  of  OPPS  device-dependent  APCs 
with  a  device  offset  percentage  greater 
than  50  percent  of  the  APC  cost  under 
the  OPPS,  in  order  to  ensure  that 
payment  for  the  procedure  is  adequate 
to  provide  packaged  payment  for  the 
high-cost  implantable  devices  used  in 
those  procedures.  We  assigned  payment 
indicators  “H8”  (Device-intensive 
procedure  on  ASC  list  in  CY  2007;  paid 
at  adjusted  rate)  and  “J8”  (Device¬ 
intensive  procedure  added  to  ASC  list 
in  CY  2008  or  later;  paid  at  adjusted 
rate)  to  identify  the  procedures  that 
were  eligible  for  ASC  payment 
calculated  according  to  the  modified 
methodology,  depending  on  whether  the 
procedure  was  included  on  the  ASC  list 
of  covered  surgical’ procedures  prior  to 
CY  2008  and,  therefore,  subject  to 
transitional  payment  as  discussed  in  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68739  through 
68742).  The  device-intensive  procedures 
for  which  the  modified  rate  calculation 
methodology  applies  in  CY  2010  were 
displayed  in  Table  68  and  in  Addendum 
AA  to  the  CY'  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60610 
through  60611,  and  60692  through 
60752). 

(2)  Changes  to  List  of  Covered  Surgical 
Procedures  Designated  as  Device 
Intensive  for  CY  2011 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46338  through  46341),  we 
proposed  to  update  the  ASC  list  of 
covered  surgical  procedures  that  are 
eligible  for  payment  according  to  the 
device-intensive  procedure  payment 
methodology  for  CY  2011,  consistent 
with  the  proposed  OPPS  device¬ 
dependent  APC  update,  reflecting  the 
proposed  APC  assignments  of 
procedures,  designation  of  APCs  as 
device-dependent,  and  APC  device 
offset  percentages  based  on  the  CY  2009 
OPPS  claims  and  cost  report  data 
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available  for  the  proposed  rule.  The 
OPPS  device-dependent  APCs  were 
discussed  further  in  section  ll.A.2.d.(l) 
of  the  proposed  rule.  The  ASC  covered 
surgical  procedures  that  we  proposed  to 
designate  as  device-intensive  and  that 
would  be  subject  to  the  deVice-intensive 
procedure  payment  methodology  for  CY 
2011  were  listed  in  Table  48  in  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
463.39  through  46341). 

Comment:  Some  commenters 
expressed  general  concerns  regarding 
;  the  sufficiency  of  ASC  payment  for 

’  device-related  services  and 

i  recommended  modifications  to  the  ASC 
device-intensive  payment  methodology. 
First,  the  commenters  argued  that  CMS 
should  not  adjust  the  device-related 
’  portion  of  the  ASC  payment  for  device¬ 
intensive  procedures  by  the  wage  index. 

:  According  to  the  commenters,  the 

'  acquisition  of  devices  occurs  on  a 
national  market,  and  the  price  is  the 
same  regardless  of  the  location  of  the 
I  ASC.  Second,  the  commenters  argued 
[;  that  CMS  should  not  apply  the  ASC 
I  conversion  factor  to  the  device-related 
^  portion  of  the  payment  for  all 
j";  procedures  for  which  CMS  can  establish 
r  a  median  device  cost,  regardless  of 
K  whether  they  meet  the  criteria  to  be 
designated  as  device-intensive  under 
ji  the  established  methodology.  The 
j  commenters  stated  that,  unlike  ASCs’ 
general  abilities  to  achieve  greater 
^  operational  efficiencies  than  HOPDs, 
ASCs  are  unable  to  extract  greater 
'  discounts  on  devices  and  expensive 
=  operative  supplies  than  their  hospital 
^  counterparts. 

;  Response:  In  the  August  2,  2007  final 
r  rule  (72  FR  42508),  we  established  that 
h  the  modified  payment  methodology  for 
H  calculating  ASC  payment  rates  for 

device-intensive  procedures  shall  apply 
to  ASC  covered  surgical  procedures  that 
jt  are  assigned  to  device-dependent  APCs 
under  the  OPPS  for  the  same  calendar 
[;  year,  where  those  APCs  have  a 'device 
I  cost  of  greater  than  50  percent  of  the 
H  APC  cost  (that  is,  the  device  offset 
;  percentage  is  greater  than  50).  We 
i  j  continue  to  believe  these  criteria  ensure 

i-_  that  ASC  payment  rates  are  adequate  to 
t  provide  packaged  payment  for  high  cost 
|;  implantable  devices  and  ensure 

Medicare  beneficiaries  have  access  to 
these  procedures  in  all  appropriate 
i  ■  settings  of  care.  As  we  have  stated  in  the 
|.  past  (74  FR  60609),  we  do  not  agree  that 
f.  we  should  change  our  criteria  and  treat 
I  as  device-intensive  those  services  that 
1 '  are  assigned  to  APCs  for  which  the 

t  device  offset  percentage  is  less  than  50 
percent  or  ASC  services  that  are  not 
assigned  to  device-dependent  APCs. 

;  Under  the  modified  payment 

methodology  for  ASC  covered  surgical 


procedures  designated  as  device¬ 
intensive,  we  separately  determine  both 
the  device  payment  and  service 
payment  portions  of  the  ASC  payment 
rate,  and  apply  the  ASC  conversion 
factor  only  to  the  specifically  calculated 
OPPS  relative  payment  weight  for  the 
service  portion,  while  providing  the 
same  packaged  payment  for  the  device 
portion  as  would  be  made  under  the 
OPPS.  The  50-percent  device  offfHt 
threshold  is  established  to  ensure  that 
the  ASC  conversion  factor  is  not  applied 
to  the  costs  of  high  cost  implantable 
devices,  which  likely  do  not  vary 
between  ASCs  and  HOPDs  in  the  same  • 
manner  service  costs  have  been  shown 
to  vary.  As  we  have  stated  in  the  past 
(73  FR  68734  and  74  FR  60609),  we 
continue  to  believe  that  when  device 
costs  comprise  less  than  50  percent  of 
total  procedure  costs,  those  costs  are 
less  likely  to  be  as  predictable  across 
sites-of-service.  Accordingly,  we  believe 
that  it  is  possible  for  ASCs  to  achieve 
efficiencies  relative  to  HOPDs  when 
providing  those  procedures,  and  that  the 
application  of  the  ASC  conversion  factor 
to  the  entire  ASC  payment  weight  is 
appropriate. 

We  also  continue  to  believe  it  would 
not  be  appropriate  to  vary  the 
percentage  of  the  national  payment  that 
is  wage  adjusted  for  different  services 
such  as  applying  the  wage  index  only  to 
the  service  portion  of  the  ASC  payment 
for  device-intensive  procedures  as  the 
commenters  request.  Under  the  revised 
ASC  payment  system,  we  utilize  50 
percent  as  the  labor-related  share  to 
adjust  national  ASC  payment  rates  for 
geographic  wage  differences.  We  apply 
to  ASC  payments  the  IPPS  pre-floor, 
pre-reclassification  wage  index  values 
associated  with  the  )une  2003  OMB 
geographic  localities,  as  recognized 
under  the  IPPS  and  OPPS,  in  order  to 
adjust  the  labor-related  portion  of  the 
national  ASC  payment  rates  for 
geographic  wage  differences.  Consistent 
with  the  OPPS,  we  apply  the  ASC 
geographic  wage  adjustment  to  the 
entire  ASC  payment  rate  for  device¬ 
intensive  procedures.  As  we  have  noted 
in  the  past  (73  FR  68735  and  74  FR 
60609),  MedPAC  has  indicated  its  intent 
to  evaluate  our  method  for  adjusting 
payments  for  variations  in  labor  costs  in 
light  of  differences  in  labor-related  costs 
for  device-implantation  services.  We 
look  forward  to  reviewing  the  results  of 
its  evaluation,  as  well  as  any 
recommendations  it  inay  provide, 
regarding  the  OPPS  or*  ASC  wage 
adjustment  policy. 

Comment:  One  commenter  requested 
that  CMS  adjust  the  OPPS  device  offset 
percentages  for  ASC  device-intensive 
payment  purposes  to  account  for  the 


effects  of  charge  compression, 
specifically  for  APCs  0385  and  0386. 

The  commenter  suggested  that  CMS 
“decompress”  the  supply  median  costs 
to  minimize  any  artificial  reductions 
that  charge  compression  causes  in  the 
estimate  of  the  OPPS  device  offset 
percentages. 

Response:  Charge  compression  is  the 
practice  of  applying  a  lower  charge 
markup  to  higher-cost  services  and  a 
higher  charge  markup  to  lower-cost 
services.  As  a  result  of  charge 
compression,  the  cost-based  OPPS 
weights  incorporate  aggregation  bias, 
undervaluing  high  cost  items  and 
overvaluing  low  cost  items  when  an 
estimate  of  average  markup,  embodied 
in  a  single  CCR,  is  applied  to  items  of 
widely  varying  costs  in  the  .same  cost 
center.  As  discussed  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
■period  (73  FR  68524),  we  did  not  adopt 
any  short-term  statistical  regression 
based  adjustments  under  the  OPPS  that 
would  serve  to  “decompress”  the 
median  costs  for  procedures  involving 
devices,  br  for  any  other  procedures. 
Rather,  we  chose  to  focus  on  long-term 
changes  to  Medicare  cost  reporting  to 
address  the  effects  of  charge 
compression,  including  the  creation  of 
two  new  cost  centers,  “Medical  Supplies 
Charged  to  Patients”  and  “Implantable 
Devices  Charged  to  Patients,”  as 
discussed  in  more  detail  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60342  through  60346).  As 
we  stated  in  that  final  rule  with 
comment  period,  we  believe  that  this 
change  to  how  hospitals  report  costs  for 
devices  and  supplies  will  improve  our 
future  estimates  of  costs  related  to  high 
cost  implantable  devices,  including  the 
device  offset  percentages  upon  which 
we  base  the  device  portions  of  ASC 
payment  rates  for  device-intensive 
procedures  (74  FR  60609). 

Comment:  Several  commenters 
remarked  on  the  adequacy  of  the 
proposed  payment  rates  calculated 
according  to  the  ASC  device-intensive 
payment  methodology  for  procedures 
involving  auditory  osseointegrated 
devices,  described  by  CPT  codes  69714 
(Implantation,  osseointegrated  implant, 
temporal  bone,  with  percutaneous 
attachment  to  external  speech 
processor/cochlear  stimulator:  without 
mastoidectomy);  69715  (Implantation, 
osseointegrated  implant,  temporal  bone, 
with  percutaneous  attachment  to 
external  speech  processor/cochlear 
stimulator;  with  mastoidectomy);  69717 
(Replacement  (including  removal  of 
existing  device),  osseointegrated  ^ 
implant,  temporal  bone,  with 
percutaneous  attachment  to  external 
speech  proces.sor/cochlear  stimulator; 
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without  mastoidectomy);  and  69718 
(Replacement  (including  removal  of 
existing  device),  osseointegrated 
implant,  temporal  bone,  with 
percutaneous  attachment  to  external 
speech  processor/cochlear  stimulator; 
with  mastoidectomy).  The  commenters 
expressed  appreciation  for  the  proposed 
increase  in  payment  for  these 
procedures  but  indicated  that  the 
proposed  payment  rates  remain 
insufficient  for  covering  ASCs’  costs  for 
providing  the  procedures  and  requested 
that  CMS  further  increase  these  rates  for 
CY  2011.  They  believed  that  the  rates 
might  have  a  negative  impact  on  the 
availability  of  these  services  in  an  ASC 
setting  and  therefore  might  limit  patient 
access.  Other  commenters  stated  that 
paying  ASCs  a  higher  rate  than  hospital 
outpatient  departments  would 
encourage  movement  of  the  procedures 
to  the  “more  economical”  ASC 
environment. 

Response:  We  appreciate  commenters’ 
support  of  the  proposed  payment  rates 
for  procedures  involving  auditory 
osseointegrated  devices,  but  we  disagree 
with  the  commenters’  assertion  that  we 
should  increase  payment  rates  for  these 
procedures  further  in  order  to  maintain 
beneficiary  access.  We  believe  that  the 
final  CY  2011  ASC  payment  rates  for 
these  procedures,  calculated  according 
to  the  ASC  device-intensive  ratesetting 
methodology,  are  appropriate  and 
adequate  to  ensure  beneficiaries  have 
access  to  these  procedures  in  the  ASC 
setting. 

Comment:  Some  commenters  asked 
that  CMS  add  to  the  ASC  li.st  of  device¬ 
intensive  procedures  those  procedures 
that  require  items  that  would  have  been 
separately  payable  under  the  Durable 
Medical  Equipmmit,  Prosthetics, 
Orthotics,  and  Supplies  (DMEPOS)  fee 
schedule  prior  to  the  implementation  of 
the  revised  ASC  payment  system  on 
January  1,  2008.  These  commenters 
requested  that  specific  procedures  that 
were  not  included  in  Table  48  of  the  CY 
2011  OPPS/ASC  proposed  rule  be 
recognized  as  device-intensive  for  CY 
2011,  specifically  those  procedures 
involving  CPT  codes  19325 
(Mammaplasty,  augmentation;  with 
prosthetic  implant),  19340  (Immediate 
insertion  of  breast  prosthesis  following 
mastopexy,  mastectomy  or  in 


reconstruction),  and  19357  (Breast 
reconstruction,  immediate  or  delayed, 
with  tissue  expander,  including 
subsequent  expansion).  The 
commenters  argued  that  the  device  costs 
are  inadequately  covered  in  an  ASC 
setting  now  that  ASCs  are  no  longer 
paid  separately  under  the  DMEPOS  fee 
schedule  for  the  breast  prostheses  used 
in  these  procedures. 

Response:  We  appreciate  commenters’ 
recommendations  on  how  we  should 
designate  procedures  as  device¬ 
intensive  under  the  revised  ASC 
payment  system.  In  the  August  2,  2007 
revised  ASC  payment  system  final  rule 
(72  FR  42508),  we  established  that  the 
modified  payment  methodology  for 
calculating  ASC  payment  rates  for 
device-intensive  procedures  shall  apply 
to  ASC  covered  surgical  procedures  that 
are  assigned  to  device-dependent  APCs 
under  the  OPPS  for  the  same  calendar 
year,  where  those  APCs  have  a  device 
cost  of  greater  than  50  percent  of  the 
APC  cost  (that  is,  the  device  offset 
percentage  is  greater  than  50).  We 
believe  these  criteria  ensure  that  ASC 
payment  rates  are  adequate  to  provide 
packaged  payment  for  high  cost 
implantable  devices  and  ensure 
beneficiaries  have  access  to  these . 
procedures  in  all  appropriate  care 
settings.  The  procedure  described  by 
CPT  code  19340  is  not  assigned  to  a 
device-dependent  APC  under  the  OPPS, 
and  while  the  procedures  described  by 
CPT  codes  19325  and  19357  are 
assigned  to  a  device-dependent  APC 
under  the  OPPS  (APC  0648  (Level  IV 
Breast  Surgery)),  the  device  offset 
percentage  for  this  APC  is  less  than  50 
percent.  Therefore,  none  of  these 
procedures  qualify  as  being  recognized 
as  device-intensive  for  ASC  payment 
purposes. 

We  do  not  agree  that  we  should 
change  our  criteria  and  treat  as  device¬ 
intensive  all  ASC  services  that  map  to 
OPPS  device-dependent  APCs,  or  the 
subset  of  procedures  that  are  assigned  to 
OPPS  device-dependent  APCs  with 
device  offset  percentages  less  than  50 
percent,  regardless  of  whether  those 
procedures  require  items  that  would 
have  been  separately  payable  under  the 
DMEPOS  fee  schedule  prior  to  the 
implementation  of  the  revised  ASC 
payment  system  on  January  1,  2008.  We 


continue  to  believe  that  our  current 
criteria  ensure  that  ASC  payment  rates 
are  adequate  to  provide  packaged 
payment  for  high  cost  implantable 
devices  and  ensure  Medicare 
beneficiaries  have  access  to  these 
procedures  in  all  appropriate  settings  of 
care. 

After  consideration  of  the  public 
comments  we  received,  we  are 
designating  the  ASC  covered  surgical 
procedures  displayed  in  Table  59  below 
as  device-intensive  for  CY  2011.  The 
CPT  code,  the  CPT  code  short 
descriptor,  the  CY  2011  ASC  payment 
indicator,  the  CY  2011  OPPS  APC 
assignment,  the  OPPS  APC  Title,  and 
the  CY  2011  OPPS  APC  device  offset 
percentage  are  listed  in  Table  59.  Each 
device-intensive  procedure  is  assigned 
payment  indicator  “H8”  or  “J8,” 
depending  on  whether  it  was  subject  to 
transitional  payment  prior  to  CY  2011. 
All  of  these  procedures  are  included  in 
Addendum  AA  to  this  final  rule  with 
comment  period.  The  OPPS  device¬ 
dependent  APCs  are  discussed  further 
in  section  II.A.2.d.(l)  of  this  final  rule 
with  comment  period.  We  note  that,  as 
discussed  in  section  II. A. 2. d. 9.  of  this 
final  rule  with  comment  period,  CPT 
code  64573  (incision  for  implantation  of 
neurostimulator  electrodes;  cranial 
nerve),  which  we  had  proposed  to 
continue  to  recognize  as  device¬ 
intensive  for  ASC  payment  purposes  in 
CY  2011,  is  being  deleted  effective 
January  1,  2011,  and  is  being  replaced 
by  CPT  code  64568  (Incision  for 
implantation  of  cranial  nerve  (e.g., 
vagus  nerve)  neurostimulator  electrode 
array  and  pulse  generator).  As  we 
discuss  in  that  section,  we  are  deleting 
APC  0225  (Implantation  of 
Neurostimulator  Electrodes,  Cranial 
Nerve),  the  APC  to  which  CPT  code 
64573  was  the  only  code  assigned  in  CY 
2010,  and  creating  new  APC  0318 
(Implantation  of  Cranial 
Neurostimulator  Pulse  Generator  and 
Electrode)  to  which  CPT  code  64568 
will  be  assigned.  Because  CPT  code 
64568  is  replacing  CPT  code  64573,  we 
are  recognizing  CPT  code  64568  as 
device-intensive  for  ASC  payment 
purposes  for  CY  2011.  These  CPT  and 
APC  changes  are  reflected  in  Table  59, 
below. 
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Table  59— ASC  Covered  Surgical  Procedures  Designated  as  Device-Intensive  for  CY  2011 


CY  2011 

CRT 

code 

i 

CY  201 1  short  descriptor 

1 

Final 

CY  2011  ASC 
payment 
indicator 

i 

Final  ! 

CY  201 1 
OPPS  APC 

1 

i 

OPPS  APC  title  ■  j 

t 

Final  ! 

CY  201 1 
device¬ 
dependent 

APC  offset 
percentage 

24361  . 

Reconstruct  elbow  joint 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros-  1 
thesis.  I 

59 

24363  . 

Replace  elbow  joint  . 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

59 

24366  . 

Reconstruct  head  of  ra¬ 
dius. 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros-  i 
thesis.  j 

59 

25441  . 

Reconstruct  wrist  joint  ... 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros-  { 
thesis.  i 

59 

25442  . 

Reconstruct  wrist  joint  ... 

H8 

0425 

Level  It  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

59 

25446  . 

Wrist  replacement . 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros-  j 
thesis.  ! 

59 

27446  . 

Revision  of  knee  joint  .... 

J8 

0425 

Level  11  Arthroplasty  or  Implantation  with  Pros-  i 
thesis. 

59 

33206  . 

Insertion  of  heart  pace¬ 
maker. 

J8 

0089 

Insertion/Replacement  of  Permanent  Pacemaker  ! 
and  Electrodes.  ; 

71 

33207  .  I 

Insertion  of  heart  pace-  | 
maker. 

J8 

0089 

Insertion/Replacement  of  Permanent  Pacemaker 
and  Electrodes. 

71 

33208  . 

Insertion  of  heart  pace-  i 
maker. 

J8 

0655 

Insertion/Replacement/Conversion  of  a  permanent  1 
dual  chamber  pacemaljer. 

74 

33212  . 

Insertion  of  pulse  gener-  1 
ator.  1 

H8  ! 

0090 

Insertion/Replacement  of  Pacemaker  Pulse  Gen¬ 
erator.  ! 

73 

33213  . 

Insertion  of  pulse  gener-  j 
ator. 

H8 

0654 

Insertion/Replacement  of  a  permanent  dual  cham-  i 
ber  pacemaker. 

74 

33214  . 

Upgrade  of  pacemaker 
system. 

J8 

0655 

Insertion/Replacement/Conversion  of  a  permanent  i 
•  dual  chamber  pacemaker.  .  j 

74 

33224  . 

Insert  pacing  lead  &  con¬ 
nect. 

J8 

0418 

i 

Insertion  of  Left  Ventricular  Pacing  Elect  . 

73 

33225  . 

Lventric  pacing  lead  ] 

add-on. 

J8 

1  0418 

1 

Insertion  of  Left  Ventricular  Pacing  Elect  . 

73 

33240  . 

Insert  pulse  generator .... 

.  J8 

!  0107 

Insertion  of  Cardioverter-Defibrillator  . . 

88 

33249  . 

Eltrd/insert  pace-defib  .... 

J8 

i  0108 

1 

Insertion/Replacement/Repair  of  Cardioverter- 
Defibrillator  Leads. 

87 

33282  . 

Implant  pat-active  ht 
record. 

J8 

j  0680 

Insertion  of  Patient  Activated  Event  Recorders  . 

71 

53440  . 

Male  sling  procedure  . 

H8 

i  0385 

Level  1  Prosthetic  Urological  Procedures . 

61 

53444  . 

Insert  tandem  cuff . 

H8 

!  0385 

Level  1  Prosthetic  Urological  Procedures . 

61 

53445  . 

Insert  uro/ves  nek 
sphincter. 

H8 

j  0386 

1  • 

Level  II  Prosthetic  Urological  Procedures . ? 

71 

53447  . . 

Remove/replace  ur 
sphincter. 

I  H8 

1  0386 

j  Level  11  Prosthetic  Urological  Procedures . 

71 

54400  . 

Insert  semi-rigid  pros¬ 
thesis. 

j  H8 

!  0385 

Level  1  Prosthetic  Urological  Procedures  . . 

61 

54401  . 

Insert  self-contd  pros¬ 
thesis. 

i  H8 

j  0386 

Level  II  Prosthetic  Urological  Procedures . 

1 

71 

54405  . 

Insert  multi-comp  penis 
pros. 

!  H8 

0386 

Level  II  Prosthetic  Urological  Procedures . 

! 

71 

54410  . 

Remove/replace  penis 
!  prosth. 

1  H8 

i  0386 

j 

j  Level  II  Prosthetic  Urological  Procedures . 

71 

54416  . 

j  Remv/repI  penis  contain 

1  pros. 

1  H8 

1 

!  0386 

1 

i  Level  II  Prosthetic  Urological  Procedures . 

71 

55873  . 

Cryoablate  prostate  . 

I  H8 

i  0674 

1  Prostate  Cryoablation . . . 

58 

61885  . 

1  Insrt/redp  neurostim  1 
:  array. 

j  H8 

i 

1  0039 

Level  1  Implantation  of  Neurostimulator  Generator 

i 

1 

!  86 

i 

61886  . 

1  Implant  neurostim  arrays 

,  H8 

1  0315 

i  Level  II  Implantation  of. Neurostimulator  Generator 

88 

62361  . 

!  Implant  spine  infusion 
j  pump. 

1  H8 

j  0227 

1  Implantation  of  Drug  Infusion  Device . 

1 

1 

1 

1  81 

62362  . 

I  Implant  spine  infusion 
i  pump. 

j  H8 

1  0227 

i 

1  Implantation  of  Drug  Infusion  Device . 

1 

63650  . 

1  Implant  neuroelectrodes 

1 

j  H8 

1  0040 

1  Percutaneous  Implantation  of  Neurostimulator 
j  Electrodes.  ' 

58 

63655  . 

j  Implant  neuroelectrodes 

1  J8 

j  0061 

i 

;  Laminectomy,  Laparoscopy,  or  Incision  for  Im- 
j  plantation  of  Neurostimulator  Electr. 

64 

63685  . 

1  Insrt/redo  spine  n  gener- 
!  ator. 

H8 

i  0039 

1 

1  Level  1  Implantation  of  Neurostimulator  Generator 

j  86 

64553  . 

1  Implant  neuroelectrodes 

1 

H8 

0040 

Percutaneous  Implantation  of  Neurostimulator 
'  Electrodes. 

58 
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Table  59— ASC  Covered  Surgical  Procedures  Designated  as  Device-Intensive  for  CY  2011— Continued 


•  CY2011 
CPT 
code 

CY  201 1  short  descriptor 

Final 

CY  201 1  ASC 
payment 
indicator 

Final 

CY  201 1 
OPPS  APC 

OPPS  APC  title 

Final 

CY  2011 
device¬ 
dependent 
APC  offset 
percentage 

64555  . 

Implant  neuroelectrodes 

J8 

0040 

Percutaneous  Implantation  of  Neurostimulator 
Electrodes. 

58 

64560  . 

Implant  neuroelectrodes 

J8 

0040 

Percutaneous  Implantation  of  Neurostimulator 
Electrodes. 

58 

64561  . 

Implant  neuroelectrodes 

H8 

0040 

Percutaneous  Implantation  of  Neurostimulator 
Electrodes. 

58 

64565  . 

Implant  neuroelectrodes 

J8 

0040 

Percutaneous  Implantation  of  Neurostimulator 
Electrodes 

58 

64568  . 

Implant  neuroelectrodes 

J8 

0318 

Implantation  of  Neurostimulator  Electrodes,  Cra¬ 
nial  Nerve. 

85 

64575  . 

Implant  neuroelectrodes 

H8 

0061 

Laminectomy,  Laparoscopy,  or  Incision  for  Im¬ 
plantation  of  Neurostimulator  Electr. 

64 

64577  . 

Implant  neuroelectrodes 

• 

H8 

0061 

Laminectomy,  Laparoscopy,  or  Incision  for  Im¬ 
plantation  of  Neurostimulator  Electr. 

64 

64580  . 

Implant  neuroelectrodes 

H8 

0061 

Laminectomy,  Laparoscopy,  or  Incision  for  Im¬ 
plantation  of  Neurostimulator  Electr. 

64 

64581  . 

Implant  neuroelectrodes 

H8 

0061 

Laminectomy,  Laparoscopy,  or  Incision  for  Im¬ 
plantation  of  Neurostimulator  Electr. 

64 

64590  . 

Insrt/redo  pn/gastr  stimul 

H8 

0039 

Level  1  Implantation  of  Neurostimulator  Generator 

86 

65770  . 

Revise  cornea  with  im¬ 
plant. 

.  ■  H8 

0293 

Level  Vt  Anterior  Segment  Eye  Procedures . 

56 

69714  . 

Implant  temple  bone  w/ 
stimul. 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

59 

69715  . . 

Temple  bne  impint  w/ 
stimulat. 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros- 
1  thesis.  ■ 

59 

69717  . 

Templ§  bone  implant  re¬ 
vision. 

H8 

.  0425 

i  Level  II  Arthroplasty  or  Implantation  with  Pros- 
j  thesis. 

59 

69718  . 

Revise  temple  bone  im¬ 
plant. 

H8 

0425 

I  Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

1  59 

69930  . 

Implant  cochlear  device 

H8 

0259 

!  Level  VII  ENT  Procedures  . 

85 

d.  ASC  Treatment  of  Surgical 
Procedures  Removed  From  the  OPPS 
Inpatient  List  for  CY  201 1 

As  we  discussed  in  the  CY  2009 
.OPPS/ ASC  final  rule  with  comment 
period  (73  FR  68724),  we  adopted  a 
policy  to  include  in  our  annual 
evaluation  procedures  proposed  for 
removal  from  the  OPPS  inpatient  list  for 
possible  inclusion  on  the  ASC  list  of 
covered  surgical  procedures.  For  the  CY 
2011  OPPS/ ASC  proposed  rule,  we 
evaluated  each  of  the  three  procedures 
we  proposed  to  remove  from  the  OPPS 
inpatient  ILst  for  CY  2011  according  to 
the  criteria  for  exclusion  from  the  list  of 
covered  ASC  surgical  procedures  (75  FR 
46341).  We  stated  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46341)  that 
we  believe  that  all  of  these  procedures 
should  continue  to  be  excluded  from  the 
ASC  list  of  covered  surgical  procedures 


for  CY  2011  because  they  would  be 
expected  to  pose  a  significant  risk  to 
beneficiary  safety  or  to  require  an 
overnight  stay  in  ASCs.  A  full 
discussion  about  the  APC  Panel’s 
recommendations  regarding  the 
procedures  we  proposed  to  remove  from 
the  OPPS  inpatient  list  for  CY  2011  may 
be  found  in  section  XI.B.  of  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46301 
through  46302).  The  HCPCS  codes  for 
these’ three  procedures  and  their  long 
descriptors  were  listed  in  Table  49  of 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46342). 

Comment:  One  commenter  requested 
that  we  add  CPT  codes  21193 
(reconstruction  of  mandibular  rami, 
horizontal,  vertical,  C,  or  L  osteotomy: 
without  bone  graft)  and  21395 
(recon.struction  of  mandibular  rami  and/ 
or  body,  sagittal  split;  without  internal 


rigid  fixation)  to  the  ASC  covered 
surgical  procedure  list. 

Response:  We  do  not  agree  with  the 
commenter  that  we  should  add  CPT 
codes  21193  and  21395  to  the  ASC  list 
of  covered  surgical  procedures.  We 
continue  to  believe  that  these 
procedures  should  be  excluded  from  the 
ASC  list  of  covered  surgical  procedures 
for  CY  2011  because  they  would  be 
expected  to  pose  a  significant  risk  to 
beneficiary  safety  or  to  require  an 
overnight  stay  in  ASCs. 

A.fter  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
our  proposal,  without  modification,  to 
continue  to  exclude  the  procedures 
described  by  the  CPT  codes  listed  in 
Table  49  of  the  CY  2011  OPPS/ASC 
proposed  rule,  and  restated  in  Table  60 
below,  frorri  the  ASC  list  of  covered 
surgical  procedures. 


Table  60— Procedures  Excluded  From  the  ASC  List  of  Covered  Procedures  for  CY  2011  That  Were 


Removed  From  the  CY  201 1  OPPS  Inpatient  List 

CY  201 1  CPT  1 
code 

CY  201 1  long  descriptor 

21193  . 

21395  . 

1  Reconstruction  of  mandibular  rami,  horizontal,  vertical,  C,  or  L  osteotomy;  without  bone  graft. 

1  Open  treatment  of  orbital  floor  blowout  fracture;  periorbital  approach  with  bone  graft  (includes  obtaining  graft). 
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Table  60— Procedures  Excluded  From  the  ASC  List  of  Covered  Procedures  for  CY  2011  That  Were 
Removed  From  the  CY  201 1  OPPS  Inpatient  List— Continued 


CY  201 1  CPT 
code 

CY  201 1  long  descriptor 

25909  . 

Amputation,  forearm,  through  radius  and  ulna;  re-amputation. 

- 

2.  Covered  Ancillary  Services 

Consistent  with  the  established  ASC 
payment  system  policy,  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46342), 
we  proposed  to  update  the  ASC  list  of 
covered  ancillary  services  to  reflect  the 
proposed  payment  status  for  the 
services  under  the  CY  2011  OPPS'. 
Maintaining  consistency  with  the  OPPS 
may  result  in  proposed  changes  to  ASC 
payment  indicators  for  some  covered 
ancillciry  items  and  services  because  of 
changes  that  are  being  proposed  under 
the  OPPS  for  CY  2011.  For  example,  a 
covered  ancillary  service  that  was 
separately  paid  under  the  revised  ASC 
payment  system  in  CY  2010  may  be 
'  proposed  for  packaged  status  under  the 
CY  2011  OPPS  and,  therefore,  also 
under  the  ASC  payment  system  for  CY 
2011.  Comment  indicator  “CH,” 
discussed  in  section  XV.F.  of  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46356),  was  used  in  Addendum  BB  to 
that  proposed  rule  to  indicate  covered 
ancillary  services  for  which  we 
proposed  a  change  in  the  ASC  payment 
indicator  to  reflect  a  proposed  change,  in 
the  OPPS  treatment  of  the  service  for  CY 
2011. 

Except  for  the  Level  II  HCPCS  codes 
listed  in  Table  41  of  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46327),  all 
ASC  covered  ancillary  services  and  their 
proposed  payment  indicators  for  CY 
2011  were  included  in  Addendum  BB  to 
that  proposed  rule. 

We  did  not  receive  any  public 
comments  on  our  proposal.  Therefore, 
we  are  finalizing,  without  modiflcation, 
our  proposal  to  update  the  ASC  list  of 
covered  ancillary  services  to  reflect  the 
payment  status  for  the  services  under 
the  OPPS.  All  CY  2011  ASC  covered 
ancillary  services  and  their  final 
payment  indicators  are  included  in 
Addendum  BB  to  this  final  rule  with 
comment  period. 

D.  ASC  Payment  for  Covered  Surgical 
Procedures  and  Covered  Ancillary 
Services 

1.  Payment  for  Covered  Surgical 
Procedures 

a.  Background 

Our  ASC  payment  policies  for 
covered  surgical  procedures  under  the 
revised  ASC  payment  system  are  fully 


described  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66828  through  66831).  Under  our 
established  policy  for  the  revised  ASC 
payment  system,  the  ASC  standard 
ratesetting  methodology  of  multiplying 
the  ASC  relative  payment  weight  for  the 
procedure  by  the  ASC  conversion  factor 
for  that  same  year  is  used  to  calculate 
the  national  unadjusted  payment  rates 
for  procedures  with  payment  indicator 
“G2.”  For  procedures  assigned  payment 
indicator  “A2,”  our  final  policy 
established  blended  rates  to  be  used 
during  the  transitional  period  and, 
beginning  in  CY  2011',  ASC  rates 
calculated  according  to  the  ASC 
standard  ratesetting  methodology.  The 
rate  calculation  established  for  device 
intensive  procedures  (payment 
indicators  “H8”  and  “J8”)  is  structured  so 
that  the  packaged  device  payment 
amount  is  the  same  as  under  the  OPPS, 
and  only  the  service  portion  of  the  rate 
is  subject  to  the  ASC  standard 
ratesetting  methodology.  In  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60596  through  60629),  we 
updated  the  CY  2009  ASC  payment 
rates  for  ASC  covered  surgical 
procedures  with  payment  indicators  of 
“A2,”  “G2,”  “H8,”  and  “J8”  using  CY 
2008  data,  consistent  with  the  CY  2010 
OPPS  update.  Payment  rates  for  device¬ 
intensive  procedures  also  were  updated 
to  incorporate  the  CY  2010  OPPS  device 
offset  percentages. 

Payment  rates  for  office-based 
procedures  (payment  indicators  “P2,” 
“P3,”  and  “R2”)  are  the  lower  of  the 
MPFS  non-facility  PE  RVU  amount  (we 
refer  readers  to  the  CY  2011  MPFS  final 
rule  with  comment  period)  or  the 
amount,  calculated  using  the  ASC 
standard  ratesetting  methodology  for  the 
procedure.  In  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60596  through  60629),  we  updated  the 
payment  amounts  for  office-based 
procedures  (payment  indicators  “P2,” 
“P3,”  and  “R2”)  using  the  most  recent 
available  MPFS  and  OPPS  data.  We 
compared  the  estimated  CY  2010  rate 
for  each  of  the  office-based  procedures, 
calculated  according  to  the  ASC 
standard  ratesetting  methodology,  to  the 
MPFS  nonfacility  PE  RVU  amount 
(multiplied  by  the  conversion  factor)  to 
determine  which  was  lower  and, 


therefore,  would  be  the  CY  2010 
payment  rate  for  the  procedure 
according  to  the  final  policy  of  the 
revised  ASC  payment  system 
(§416.171(d)). 

b.  Update  to  ASC-Covered  Surgical 
Procedure  Payment  Rates  for  CY  2011 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46342  through  4634-3),  we 
proposed  to  update  ASC  payment  rates 
for  CY  2011  using  the  established  rate 
calculation  methodologies  under 
§  416.171.  Under  §  416.171(c)(4),  the 
transitional  payment  rates  are  no  longer 
used  for  CY  2011  and  subsequent 
calendar  years  for  a  covered  surgical 
procedure  designated  in  accordance 
with  §416.166.  Thus,  we  proposed  to 
calculate  CY  2011  payments  for 
procedures  formerly  subject  to  the 
transitional  payment  methodology 
(payment  indicators  “A2”  and  “H8”) 
using  the  proposed  CY  2011  ASC  rate 
calculated  according  to  the  ASC 
standard  ratesetting  methodology, 
incorporating  the  device-intensive 
procedure  methodology,  as  appropriate, 
for  procedures  assigned  ASC  payment 
indicator  “H8.”  We  did  not  propose  to 
modify  the  payment  indicators  for 
procedures  that  were  subject  to 
transitional  payment  prior  to  CY  2011 
but  will  consider  doing  so  in  future 
rulemaking.  We  proposed  to  continue  to 
use  the  amount  calculated  under  the 
ASC  standard  ratesetting  methodology 
for  procedures  assigned  payment 
indicator  “G2.” 

We  proposed  that  payment  rates  for 
office-based  procedures  (payment 
indicators  “P2,”  “P3,”  and  “R2”)  and 
device-intensive  procedures  that  were 
not  subject  to  transitional  payment 
(payment  indicator  “)8”]  be  calculated 
according  to  our  established  policies, 
incorporating  the  device-intensive 
procedure  methodology  as  appropriate. 
Thus,  we  proposed  to  update  the 
payment  amounts  for  device-intensive 
procedures  based  on  the  CY  2011  @PPS 
proposal  that  reflects  updated  OPPS 
device  offset  percentages,  and  to  make 
payment  for  office-based  procedures  at 
the  lesser  of  the  CY  2011  proposed 
MPFS  non-facility  PE  RVU  amount  or 
the  proposed  CY  2011  ASC  payment 
amount  calculated  according  to  the 
standard  ratesetting  methodology. 
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Comment:  One  commenter  did  not 
understand  the  rationale  for  the 
payment  rate  for  the  following  CPT 
codes:  (1)  CPT  code  62319  (injection, 
including  catheter  placement, 
continuous  infusion  or  intermittent 
bolus,  not  including  neurolytic 
substances,  with  or  without  contrast  (for 
either  localization  or  epidurography),  of 
diagnostic  or  therapeutic  substance(s) 
(including  anesthetic,  antispasmodic, 
opioid,  steroid,  other  solution),  epidural 
or  subarachnoid;  lumbar,  sacral 
(caudal)),  which  the  commenter  stated 
should  be  paid  at  a  rate  similar  to  CPT 
codes  62318  (injection,  including 
catheter  placement,  continuous  infusion 
or  intermittent  bolus,  not  including 
neurolytic  substances,  with  or  without 
contrast  (for  either  localization  or 
epidurography),  of  diagnostic  or 
therapeutic  substance(s)  (including 
anesthetic,  antispasmodic,  opioid, 
steroid,  other  solution),  epidural  or 
subarachnoid;  cervical  or  thoracic), 

62310  (injection,  single  (not  via 
indwelling  catheter),  not  including 
neurolj'tic  substances,  with  or  without 
contrast  (for  either  localization  or 
epidurography),  of  diagnostic  or 
therapeutic  substance(s)  (including 
anesthetic,  antispasmodic,  opioid, 
steroid,  other  solution),  epidural  or 
subarachnoid;  cervical  or  thoracic);  or 

62311  (injection,  single  (not  via 
indwelling  catheter),  not  including 
neurolytic  substances,  with  or  without 
contrast  (for  either  localization  or 
epidurography),  of  diagnostic  or 
therapeutic  substance(s)  (including 
anesthetic,  antispasmodic,  opioid, 
steroid,  other  solution),  epidural  or 
subarachnoid;  lumbar,  sacral  (caudal)); 
(2)  CPT  code  64410  (injection, 
anesthetic  agent;  phrenic  nerv'e),  which 
the  commenter  stated  should  be  paid  at 
a  rate  similar  to  CPT  codes  64415 
(injection,  anesthetic  agent;  brachial 
plexus,  single),  64417  (injection, 
anesthetic  agent;  axillary  nerve),  or 
64420  (injection,  anesthetic  agent; 
intercostal  nerve,  single);  and  (3)  CPT 
code  64626  (destruction  by  neurolytic 
agent,  paravertebral  facet  joint  nerve; 
cervical  or  thoracic,  single  level),  which 
the  commenter  stated  should  be  paid  at 
rate  similar  to  CPT  code  64622 
(destruction  by  neurolytic  agent, 
paravertebral  facet  joint  nerve;  lumbar 
or  sacral,  single  level). 

Response:  We  reviewed  the  proposed 
payment  rates,  payment  indicators,  and 
OPPS  APC  assignments  for  these  three 
procedures  and  found  that  they  are  all 
correct.  Because  these  procedures  are 
assigned  payment  indicator  “A2”  under 
the  revised  ASC  payment  system,  their 
payment  is  calculated  using  the  ASC 


standard  ratesetting  methodology  of 
multiplying  the  ASC  relative  payment 
weight  for  the  procedure  by  the  ASC 
conversion  factor  for  the  same  year.  We 
do  not  agree  with  the  commenter  that 
there  is  any  basis  to  deviate  from  our 
standard  ratesetting  methodojogy  for 
these  procedures  under  the  revised  ASC 
payment  system.  The  standard  ASC 
methodology  is  based  on  OPPS  APC 
groups;  since  these  codes  are  assigned  to 
different  APCs,  different  payment  rates 
are  appropriate  for  these  codes. 

After  consideration  of  the  public 
comment  we  received,  we  are  finalizing 
our  CY  2011  proposal,  without 
modification,  to  calculate  the  CY  2011 
final  ASC  payment  rates  for  ASC- 
covered  surgical  procedures  according 
to  our  established  methodologies. 

c.  Adjustment  to  ASC  Payments  for  No 
Cost/Full  Credit  and  Partial  Credit 
Devices 

Our  ASC  policy  with  regard  to 
payment  for  costly  devices  implanted  in 
ASCs  at  no  cost  or  with  full  or  partial 
credit  as  set  forth  in  §416.179  is 
consistent  with  the  OPPS  policy.  The 
CY  2011  OPPS  APCs  and  devices 
subject  to  the  adjustment  policy  are 
discussed  in  section  IV.B.2.  of  this  final 
rule  with  comment  period.  The 
established  ASC  policy  includes 
adoption  of  the  OPPS  policy  for  reduced 
payment  to  providers  when  a  specified 
device  is  furnished  without  cost  or  with 
full  or  partial  credit  for  the  cost  of  the 
device  for  those  ASC  covered  surgical 
procedures  that  are  assigned  to  APCs 
under  the  OPPS  to  which  this  policy 
applies.  We  refer  readers  to  the  CY  2009 
OPPS/ ASC  final  rule  with  comment 
period  for  a  full  discussion  of  the  ASC 
payment  adjustment  policy  for  no  cost/ 
full  credit  and  partial  credit  devices  (73 
FR  68742  through  68745). 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46343),  consistent  with  the 
OPPS,  we  proposed  to  update  the  list  of 
ASC  covered  device  intensive 
procedures  and  devices  that  would  be 
subject  to  the  no  cost/full  credit  and 
partial  credit  device  adjustment  policy 
for  CY  2011.  Table  50  of  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46344 
through  46346)  displayed  the  ASC 
covered  device-intensive  procedures 
that  we  proposed  would  be  subject  to 
the  no  cost/full  credit  and  partial  credit 
device  adjustment  policy  for  CY  2011. 
Specifically,  when  a  procedure  that  is 
listed  in  Table  50  is  performed  to 
implant  a  device  that  is  listed  in  Table 
51  of  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46347),  where  that  device  is 
furnished  at  no  cost  or  with  full  credit 
from  the  manufacturer,  the  ASC  would 
append  the  HCPCS  “FB”  modifier  on  the 


line  with  the  procedure  to  implant  the 
device.  The  contractor  would  reduce 
payment  to  the  ASC  by  the  device  offset 
amount  that  we  estimate  represents  the 
cost  of  the  device  when  the  necessary 
device  is  furnished  without  cost  to  the 
ASC  or  with  full  credit.  We  would 
provide  the  same  amount  of  payment 
reduction  based  on  the  device  offset 
amount  in  ASCs  that  would  apply  under 
the  OPPS  under  the  same 
circumstances.  We  stated  in  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46343)  that  we  continue  to  believe  that 
the  reduction  of  ASC  payment  in  these 
circumstances  is  necessary  to  pay 
appropriately  for  the  covered  surgical 
procedure  being  furnished  by  the  ASC. 

We  also  proposed  to  reduce  the 
payment  for  implantation  procedures 
listed  in  Table  50  of  the  CY  2011  OPPS/ 
ASC  proposed  rule  by  one-haif  of  the 
device  offset  amount  that  would  be 
applied  if  a  device  was  provided  at  no 
cost  or  with  full  credit,  if  the  credit  to 
the  ASC  is  50  percent  or  more  of  the 
cost  of  the  new  device.  The  ASC  would 
append  the  HCPCS  “FC”  modifier  to  the 
HCPCS  code  for  a  surgical  procedure 
listed  in  Table  50  of  the  CY  2011  OPPS/ 
ASC  proposed  rule  when  the  facility 
receives  a  partial  credit  of  50  percent  or 
more  of  the  cost  of  a  device  listed  in 
Table  51  of  the  CY  2011  OPPS/ASC 
proposed  rule.  In  order  to  report  that 
they  received  a  partial  credit  of  50 
percent  or  more  of  the  cost  of  a  new 
device,  ASCs  would  have  the  option  of 
either:  (1)  Submitting  the  claim  for  the 
device  replacement  procedure  to  their 
Medicare  contractor  after  the 
procedure’s  performance  but  prior  to 
manufacturer  acknowledgment  of  credit 
for  the  device,  and  subsequently 
contacting  the  contractor  regarding  a 
claim  adjustment  once  the  credit 
determination  is  made;  or  (2)  holding 
the  claim  for  the  device  implantation 
procedure  until  a  determination  is  made 
by  the  manufacturer  on  the  partial  credit 
and  submitting  the  claim  with  the  “FC” 
modifier  appended  to  the  implantation 
procedure  HCPCS  code  if  the  partial 
credit  is  50  percent  or  more  of  the  cost 
of  the  replacement  device.  Beneficiary 
coinsurance  would  continue  to  be  based 
on  the  reduced  payment  amount. 

We  did  not  receive  any  comments  on 
our  CY  2011  proposal  to  continue  the  no 
cost/full  credit  and  partial  credit  device 
adjustment  policy  for  ASCs.  For  CY 
2011,  as  we  proposed,  we  will  reduce 
the  payment  for  the  device  implantation 
procedures  listed  in  Table  61,  below,  by 
the  full  device  offset  amount  for  no  cost/ 
full  credit  cases.  ASCs  must  append  the 
modifier  “FB”  to  the  HCPCS  procedure 
code  when  the  device  furnished  without 
cost  or  with  full  credit  is  listed  in  Table 
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62,  below,  and  the  associated 
implantation  procedure  code  is  listed  in 
Table  61  In  addition,  for  CY  2011,  we 
will  reduce  the  payment  for 
implantation  procedures  listed  in  Table 
61  by  one  half  of  the  device  offset 
amount  that  would  he  applied  if  a 
device  were  provided  at  np  cost  or  with 
full  credit,  if  the  credit  to  the  ASC  is  50 
percent  or  more  of  the  device  cost.  If  the 
ASC  receives  a  partial  credit  of  50 
percent  or  more  of  the  cost  of  a  device 
listed  in  Table  62,  the  ASC  must  append 
the  modifier  “FC”  to  the  associated 
implantation  procedure  code  if  the 
procedure  is  listed  in  Table  61.  We  note 


that,  as  discussed  in  section  Il.A.2.d.9. 
of  this  final  rule  with  comment  period, 
CPT  code  64573  (incision  for 
implantation  of  neurostimulator 
electrodes;  cranial  nerve),  which  we  had 
proposed  to  continue  to  recognize  as 
subject  to  the  no  cost/full  credit  and 
partial  credit  device  adjustment  for 
ASCs  in  CY  2011,  is  being  deleted 
effective  January  1,  2011,  and  is  being 
replaced  by  CPT  code  64568  (incision 
for  implantation  of  cranial  nerve  (e.g., 
vagus  nerve)  neurostimulator  electrode 
array  and  pulse  generator).  As  we 
discuss  in  that  section,  we  are  deleting 
APC  0225  (Implantation  of 


Neurostimulator  Electrodes,  Cranial 
Nerve),  the  APC  to  which  CPT  code 
64573  was  the  only  code  assigned  in  CY 
2010,  and  creating  new  APC  0318 
(Implantation  of  Cranial 
Neurostimulator  Pulse  Generator  and 
Electrode)  to  which  we  are  assigning 
CPT  code  645^8.  Because  CPT  code 
64568  is  replacing  CPT  code  64573,  we 
are  recognizing  CPT  code  64568  as 
subject  to  the  no  cost/full  credit  and 
partial  credit  device  adjustment  for 
ASCs  in  CY  2011.  These  CPT  and  APC 
changes  are  reflected  in  Table  61,  below. 


Table  61— CY  2011  Procedures  To  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment 

Policy  Applies 


CY  201 1  CPT 
Code 

CY  201 1  Short  descriptor 

Final  j 

CY2011 
ASC  pay-  ! 
ment  indi¬ 
cator 

1 

Final  ! 

CY  201 1  I 
OPPSAPC  j 
*  1 

OPPS  APC  Title  | 

Final  1  Final 

CY2011  CY2011 

OPPS  full  i  OPPS  par- 

percentage  |  Pge 

24361  . 

Reconstruct  elbow  joint  . 

H8 

0425  i 

Level  II  Arthroplasty  or  Implan-  , 

59  ; 

30 

i 

i 

tation  with  Prosthesis. 

1 

24363  .  i 

Replace  elbow  joint  . . . 

H8  i 

0425  1 

Level  II  Arthroplasty  or  Implan-  i 

59 

30 

I 

1 

tation  with  Prosthesis. 

i 

24366  .  1 

Reconstruct  head  of  radius  . 

H8 

0425 

Level  II  Arthroplasty  or  Implan-  ' 

59  : 

30 

i 

tation  with  Prosthesis. 

25441  .  ! 

Reconstruct  wrist  joint  . 

H8  i 

0425 

Level  II  Arthroplasty  or  Implan- 

59  i 

30 

1 

tation  with  Prosthesis. 

25442  . 

Reconstruct  wrist  joint  . 

H8 

Q425 

Level  II  Arthroplasty  or  Implan- 

59  i 

30 

tation  with  Prosthesis. 

25446  . 

Wrist  replacement  . . *. 

H8 

0425 

Level  II  Arthroplasty  or  Implan- 

59  i 

30 

tation  with  Prosthesis. 

27446  . 

Revision  of  knee  joint . 

J8 

0425 

Level  II  Arthroplasty  or  Implan- 

59  ‘ 

30 

tation  with  Prosthesis. 

33206  . 

Insertion  of  heart  pacemaker  .... 

J8 

0089 

Insertion/Replacement  of  Per- 

71  i 

35 

manent  Pacemaker  and  Elec- 

■ 

trodes. 

33207  . 

Insertion  of  heart  pacemaker  .... 

J8 

0089 

Insertion/Replacement  of  Per- 

71  1 

35 

manent  Pacemaker  and  Elec- 

trodes. 

33208  . 

Insertion  of  heart  pacemaker  .... 

J8 

0655 

Insertion/Replacement/Conver- 

74  - 

37 

Sion  of  a  permanent  dual 

1 

chamber  pacemaker. 

33212  . 

Insertion  of  pulse  generator  . 

H8 

0090 

Insertion/Replacement  of  Pace- 

73  1 

36 

maker  Pulse  Generator. 

■ 

33213  . 

Insertion  of  pulse  generator  . 

H8 

0654 

Insertion/Replacement  of  a  per- 

74  1 

37 

manent  dual  chamber  pace- 

1 

maker. 

33214  . 

Upgrade  of  pacemaker  system 

J8 

0655 

Insertion/Replacement/Conver- 

74  i 

37 

• 

1 

Sion  of  a  permanent  dual 

! 

chamber  pacemaker. 

33224  . 

Insert  pacing  lead  &  connect  .... 

J8 

0418 

Insertion  of  Left  Ventricular  Pac- 

73  i 

36 

ing  Elect. 

1 

33225  . 

Lventric  pacing  lead  add-on  . 

J8 

0418 

Insertion  of  Left  Ventricular  Pac- 

73! 

36 

ing  Elect. 

33240  . 

Insert  pulse  generator  . 

J8 

0107 

Insertion  of  Cardioverter- 

1  88 ; 

44 

Defibrillator.' 

'  i 

33249  . 

Eltrd/insert  pace-defib  . 

J85 

0108 

Insertion/Replacement/Repair  of 

i  87  i 

44 

Cardioverter-Defibrillator 

:  1 

Leads. 

; 

33282  . 

j  Implant  pat-active  ht  record  . 

J8 

0680 

Insertion  of  Patient  Activated 

71 

35 

1 

Event  Recorders. 

53440  . . 

Male  sling  procedure  . 

H8 

0385 

Level  1  Prosthetic  Urological 

I  61  ! 

31 

Procedures. 

i  ; 

53444  . 

Insert  tandem  cuff  . 

H8 

0385 

Level  1  Prosthetic  Urological 

1  61  i 

31 

Procedures. 

!  1 
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Table  61— CY  2011  Procedures  To  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment 

Policy  Applies — Continued 


CY  201 1  CPT 
Code 

CY  201 1  Short  descriptor 

# 

r 

Final  j 

CY  2011 
ASC  pay¬ 
ment  indi¬ 
cator 

j 

Final 

CY  201 1 
OPPS  APC 

OPPS  APC  Title 

Final 

CY  201 1 
OPPS  full 
APC  offset 
percentage 

Final 

CY  201 1 
OPPS  par¬ 
tial  APC  off¬ 
set  percent¬ 
age 

53445  . 

Insert  uro/ves  nek  sphincter . 

H8  ! 

0386 

Level  II  Prosthetic  Urological 

71 

36 

Procedures.  i 

53447  . 

Remove/replace  ur  sphincter  .... 

H8 

0386 

Level  II  Prosthetic  Urological 

71 

36 

Procedures. 

54400  . 

Insert  semi-rigid  prosthesis  . 

H8 

0385  ! 

Level  1  Prosthetic  Urological 

61 

31 

Procedures. 

54401  . 

Insert  self-contd  prosthesis  . 

H8 

0386 

Level  II  Prosthetic  Urological 

71 

36 

Procedures.  . 

54405  . 

Insert  multi-comp  penis  pros  . 

H8 

0386 

Level  II  Prosthetic  Urological 

71 

36 

Procedures. 

54410  . 

Remove/replace  penis  prosth  ... 

H8 

0386 

Level  II  Prosthetic  Urological 

71 

36 

Procedures. 

54416  . 

Remv/repI  penis  contain  pros  .... 

H8 

0386 

Level  II  Prosthetic  Urological 

71 

36 

Procedures. 

61885  . 

Insrt/redo  neurostim  1  array . 

H8 

0039 

Level  1  Implantation  of 

86 

43 

Neurostimulator  Generator. 

61886  . 

Implant  neurostim  arrays . 

H8 

0315 

Level  II  Implantation  of 

88 

44 

Neurostimulator  Generator. 

62361  . 

Implant  spine  infusion  pump  . 

H8 

0227 

Implantation  of  Drug  Infusion 

81 

41 

Device. 

62362  . 

Implant  spine  infusion  pump  . 

H8 

.0227 

Implantation  of  Drug  Infusion 

81 

41 

Device. 

63650  . 

Implant  neuroelectrodes  . 

H8 

0040 

Percutaneous  Implantation  of 

58 

29 

Neurostimulator  Electrodes. 

63655  . 

Implant  neuroelectrodes . 

J8 

0061 

Laminectomy,  Laparoscopy,  or 

64 

32 

Incision  for  Implantation  of 

' 

Neurostimulator  Electr. 

63685  . 

Insrt/redo  spine  n  generator . 

H8 

0039 

Level  1  Implantation  of 

86 

43 

Neurostimulator  Generator. 

64553  . 

Implant  neuroelectrodes . 

H8 

0040 

Percutaneous  Implantation  of 

■  58 

29 

Neurostimulator  Electrodes. 

64555  . . . 

Implant  neuroelectrode’s . 

J8 

0040 

Percutaneous  Implantation  of 

58 

29 

Neurostimulator  Electrodes. 

64560  . 

Implant  neuroelectrodes  . 

J8 

0040 

Percutaneous  Implantation  of 

58 

29 

Neurostimulator  Electrodes. 

64561  . 

Implant  neuroelectrodes . 

H8 

0040 

Percutaneous  Implantation  of 

58 

29 

Neurostimulator  Electrodes. 

64565  . 

Implant  neuroelectrodes . 

J8 

0040 

Percutaneous  Implantation  of 

58 

29 

Neurostimulator  Electrodes. 

64568  . 

Implant  neuroelectrodes . 

H8 

0318 

Implantation  of  Neurostimulator 

85 

43 

1 

Electrodes,  Cranial  Nerve. 

64575  . 

Implant  neyroelectrodes  . 

H8 

j  0061 

Laminectomy,  Laparoscopy,  or 

64 

32 

Incision  tor  Implantation  of 

1 

1  Neurostimulator  Electr. 

64577  . 

Implant  neuroelectrodes . 

H8 

!  0061 

Laminectomy,  Laparoscopy,  or 

64 

32 

,  Incision  for  Implantation  of 

1 

t 

1  Neurostimulator  Electr. 

j 

I 

64580  . 

Implant  neuroelectrodes . 

H8 

0061 

!  Laminectomy,  Laparoscopy,  or 

1  64 

j  32 

!  Incision  for.  Implantation  of 

! 

I 

Neurostimulator  Electr. 

i 

64581  . 

Implant  neuroelectrodes  . 

H8 

;  0061 

!  Laminectomy,  Laparoscopy,  or 

1  64 

32 

« 

1  Incision  for  Implantation  of 

! 

i 

i 

Neurostimulator  Electr. 

! 

64590  . 

1  Insrt/redo  pn/gastr  stimul . 

H8 

i  0039 

i  Level  1  Implantation  of 

1  86 

i 

1  Neurostimulator  Generator. 

I 

69714  . 

}  Implant  temple  bone  w/stimul  .... 

H8 

i  0425 

1  Level  II  Arthroplasty  or  Implan- 

i  59 

30 

i  tation  with  Prosthesis. 

j 

69715  . 

Temple  bne  impint  w/stimulat .... 

i  H8 

04?5 

i  Level  II  Arthroplasty  or  Implan- 

i  59 

!  30 

1  tation  with  Prosthesis. 

i 

69717  . 

Temple  bone  implant  revision  ... 

1  H8 

0425 

;  Level  II  Arthroplasty  or  Implan- 

59 

i  30 

1 

1 

1 

!  tation  with  Prosthesis. 

69718  . 

;  Revise  temple  bone  implant . 

1  *  H8 

0425 

j  Level  II  Arthroplasty  or  Implan- 

i  59 

30 

tation  with  Prosthesis. 

i 

69930  . 

1  Implant  cochlear  device  . 

]  H8 

!  0259 

:  Level  VII  ENT  Procedures  . 

J _ 

I  85 

43 

I 


k 
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Table  62— Devices  For  Which  the 
“FB”  OR  “FC”  Modifier  Must  be 
'  Reported  With  the  Procedure 
Code  in  CY  201 1  When  Fur¬ 
nished  AT  No  Cost  or  With  Full 
OR  Partial  Credit 


CY  201 1  de-  1 
vice  HCPCS 
code 

CY  201 1  short  descriptor 

.C1721  . 

AlCD,  dual  chamber. 

C1722  . 

AlCD,  single  chamber! 

Cl 764  . 

Event  recorder,  cardiac. 

Cl  767  . 

Generator,  neurostim,  imp. 

C1771  . 

Rep  dev,  urinary,  w/sling. 

Cl  772  . 

Infusion  pump,  programmable. 

Cl  776  . 

Joint  device  (implantable). 

Cl 778  . 

Lead,  neurostimulator. 

Cl 779  . 

Lead,  pmkr,  transvenous  VDD. 

Cl  785  . 

Pmkr,  dual,  rate-resp. 

Cl  786  . 

Pmkr,  single,  rate-resp. 

C1813  . 

Prosthesis,  penile,  inflatab. 

C1815  . 

Pros,  urinary  sph,  imp. 

Cl  820  . 

Generator,  neuro  rechg  bat 
sys. 

Cl  881  . 

1  Dialysis  access  system. 

Cl  882  . 

AlCD,  other  than  sing/dual. 

C1891  . 

Infusion  pump,  non-prog,  perm. 

Cl 897  . 

Lead,  neurostim,  test  kit. 

Cl  898  . 

Lead,  pmkr,  other  than  trans. 

Cl 900  . 

Lead  coronary  venous. 

C2619  . 

Pmkr,  dual,  non  rate-resp. 

C2620  . 

Pmkr,  single,  non  rate-resp. 

C2621  . 

Pmkr,  other  than  sing/dual. 

C2622  . 

Prosthesis,  penile,  non-inf. 

C2626  . 

Infusion  pump,  non-prog,  temp. 

C2631  . 

Rep  dev,  urinary,  w/o  sling. 

L8614  . 

Cochlear  device/system. 

L8680  . 

Impit  neurostim  elctr  each. 

L8685  . 

Impit  nrostm  pis  gen  sng  rec: 

L8686  . 

ImpIt  nrostm  pis  gen  sng  non. 

L8687  . 

Impit  nrostm  pis  gen  dua  rec. 

L8688  . 

Impit  nrostm  pis  gen  dua  non. 

L8690  . 

Aud  osseo  dev,  int/ext  comp. 

d.  Waiver  of  Coinsurance  and 
Deductible  for  Certain  Preventive 
Services 

As  discussed  in  detail  in  section 
XII.B.  of  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46310  through 
46316)  and  in  the  CY  2011  MPFS 
proposed  rule  (75  FR  40129  through 
40136),  sections  4104(b)  and  10406  of 
the  Affordable  Care  Act  amended 
section  1833(a)(1)  of  the  Act,  in¬ 
pertinent  part,  to  waive  the  coinsurance’ 
for  those  preventive  services  under 


section  1861(ddd)(3)(A)  of  the  Act  as 
described  in  section  1861(ww)(2)  of  the 
Act  (excluding  electrocardiograms)  that 
are  recommended  by  the  USPSTF  with 
a  grade  of  A  or  B  for  any  indication  or 
population  and  that  are  appropriate  for 
the  individual.  Section  4104(c)  of  the 
Affordable  Care  Act  amended  section 
1833(b)(1)  of  the  Act  to  waive  the  Part 
B  deductible  for  these  preventive 
services.  These  provisions  apply  to 
these  items  and  services  furnished  in 
ASCs  on  or  after  January  1,  2011.  In 
section  XII.B.  of  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46310  through 
46316)  and  in  the  CY  2011  MPFS 
proposed  rule  (75  FR  40129  through 
40136),  we  proposed  to  define  the 
preventive  services  to  which  this 
provision  applies  and  to  apply  the 
criteria  specified  in  section  4104  of  the 
Affordable  Care  Act  for  the  waiver  of 
coinsurance  and  deductible. 

Table  52  of  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46348  through 
46350)  identified  the  ASC  covered 
surgical  and  ancillary  services  that  we 
proposed  to  include  in  the  definition  of 
preventive  services  in  section  XII.B.  of 
the  proposed  rule  and  in  the  CY  2011 
MPFS  proposed  rule.  All  of  the  ASC 
covered  surgical  and  ancillary  services 
that  are  included  in  the  chart  below  are 
preventive  services  that  are 
recommended  by  the  USPSTF  with  a 
grade  of  A  or  B.  Therefore,  we  proposed 
to  update  §  416.160(a)(4)  and  add  new 
§  416.160(a)(5)  on  the  scope  and  basis  of 
the  ASC  regulations  and  to  update 
§410.152(i)  to  reflect  the  waiver  bf 
coinsurance  and  deductible  for  these 
services. 

Comment:  Several  commenters 
supported  CMS’  proposed 
implementation  of  the  Affordable  Care 
Act  provision  to  waive  beneficiary  cost 
sharing  for  preventive  services 
identified  in  section  1861(ddd)(3)(A)  of 
the  Act,  and  recommended  by  the 
USPSTF  with  a  grade  of  A  or  B  for  any 
indication  or  population  that  are 
appropriate  for  the  individual,  anti 
urged  CMS  to  finalize  the  proposed 
policy. 

Response:  We  appreciate  commenters’ 
support  of  our  proposed 


implementation  of  sections  4104  and 
10406  of  the  Affordable  Care  Act. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  to  waive  beneficiary  cost 
sharing  for  preventive  services 
identified  in  section  1861(ddd)(3)(A)  of 
the  Act,  and  recommended  by  the 
USPSTF  with  a  grade  of  A  or  B  for  any 
indication  or  population  that  are 
appropriate  for  the  individual.  Table  63, 
below,  identifies  the  ASC  covered 
surgical  and  ancillary  services  that  are 
included  in  the  definition  of  preventive 
services  in  section  XII.B.  of  this  final 
rule  with  comment  period  and  in  the  CY 
2011  MPFS  final  rule  with  comment 
period.  All  of  the  ASC  covered  surgical 
and  ancillary  services  that  are  included 
in  the  chart  below  are  preventive 
services  that  are  recommended  by  the 
USPSTF  with  a  grade  of  A  or  B.  We  note 
that,  as  reflected  in  Table  63,  effective 
January  1,  2011,  CPT  code *90658  is  no 
Ipnger  payable  under  the  ASC  payment 
system  and  has  been  replaced  by  the 
following  HCPCS  codes:  Q2035 
(Influenza  virus  vaccine,  split  virus, 
when  administered  to  individuals  3 
years  of  age  and  older,  for  intramuscular 
use  (afluria)),  Q2036  (Influenza  virus 
vaccine,  split  virus,  when  administered 
to  individuals  3  years  of  age  and  older, 
for  intramuscular  use  (flulaval)),  Q2037 
(Influenza  virus  vaccine,  split  virus, 
when  administered  to  individuals  3 
years  of  age  and  older,  for  intramuscular 
use  (fluvirin)),  Q2038  (Influenza  virus 
vaccine,  split  virus,  when  administered 
to  individuals  3  years  of  age  and  older, 
for  intramuscular  use  (fluzone)),  and 
Q2039  (Influenza  virus  vaccine,  split 
virus,  when  administered  to  individuals 
3  years  of  age  and  older,  for 
intramuscular  use  (not  otherwise 
specified)). 

We  also  are  implementing  our 
proposal,  without  rru)dification,  to 
update  §  416.160(a)(4)  and  add  new 
§  416.160(a)(5)  on  the  scope  and  basis  of 
the  ASC  regulations  and  to  update 
§410.152(i)  to  reflect  the  waiver  of 
coinsurance  and  deductible  for  these 


services. 


Table  63— CY  201 1  ASC  Preventive  Services  For  Which  Coinsurance  and  Deductible  Are  Waived  in  CY  201 1 


Service 

CY  201 1  CPT/ 
HCPCS  code 

CY  201 1  Long  descriptor 

CY  201 1  Coins./ 
deductible 

Bone  Mass  Meas¬ 
urement. 

G0130 

Single  energy  x-ray  absorptiometry  (sexa)  bone  density  study,  one  or  more  sites; 
appendicular  skeleton  (peripheral)  (e.g.,  radius,  wrist,  heel). 

Waived. 

77078 

Computed  tomography,  bone  mineral  density  study,  1  or  more  sites;  axial  skel- 
•  eton  (e.g.,  hips,  pelvis,  spine). 

Waived. 

77079 

Computed  tomography,  bone  mineral  density  study,  1  or  more  sites;  appen¬ 
dicular  skeleton  (peripheral)  (e  g.,  radius,  wrist,  heel). 

Waived. 

77080 

Dual-energy  x-ray  absorptiometry  ^dxa),  bone  density  study,  1  or  more  sites; 

•  axial  skeleton  (e.g.,  hips,  pelvis,  spine). 

Waived. 
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Table  63 — CY  201 1  ASC  Preventive  Services  For  Which  Coinsurance  and  Deductible  Are  Waived  in  CY 

2011 — Continued 


•  Service 

CY  201 1  CPT/ 
HCPCS  code 

CY  201 1  Long  descriptor 

CY  201 1  Coins./ 
deductible 

77081 

Dual-energy  x-ray  absorptiometry  (dxa)‘,  bone  density  study,  1  or  more  sites;  ap¬ 
pendicular  skeleton  (peripheral)  (e.g.,  radius,  wrist,  heel). 

Waived. 

77083 

Radiographic  absorptiometry  (e.g.,  photodensitometry,  radiogrammetry),  1  or 
more  sites. 

Waived. 

76977 

Ultrasound  bone  density  measurement  and  interpretation,  peripheral  site(s),  any 
method. 

Waived. 

Colorectal  Cancer 
Screening. 

G0104 

Colorectal  cancer  screening;  flexible  sigmoidoscopy  . 

Waived. 

G0105 

Colorectal  cancer  screening;  colonoscopy  on  individual  at  high  risk  . 

Waived. 

G0121 

Colorectal  cancer  screening;  colonoscopy  on  individual  not  meeting  criteria  for 
high  risk. 

Waived. 

Influenza  Virus  Vac¬ 
cine. 

90655 

Influenza  virus  vaccine,  split  virus,  preservative  free,  when  administered  to  chil¬ 
dren  6-35  months  of  age,  for  intramuscular  use. ' 

Waived. 

90656 

Influenza  virus  vaccine,  split  virus,  preservative  free,  when  administered  to  indi¬ 
viduals  3  years  and  older,  for  intramuscular  use. 

Waived. 

90657 

Influenza  virus  vaccine,  split  virus,  when  administered  to  children  6-35  months  of 
age,  for  intramuscular  use. 

Waived. 

Q2035 

Influenza  virus  vaccine,  split  virus,  when  administered  to  individuals  3  years  of 
age  and  older,  for  intramuscular  use  (afluria). 

Waived. 

Q2036 

Influenza  virus  vaccine,  split  virus,  when  administered  to  individuals  3  years  of 
age  and  older,  for  intramuscular  use  (flulaval). 

Waived. 

Q2037 

Influenza  virus  vaccine,  split  virus,  when  administered  to  individuals  3  years  of 
age  and  older,  for  intramuscular  use  (fluvirin). 

Waived. 

Q2038 

Influenza  virus  vaccine,  split  virus,  when  administered  to  individuals  3  years  of 
age  and  older,  for  intramuscular  use  (fluzone). 

Waived. 

Q2039 

Influenza  virus  vaccine,  split  virus,  when  administered  to  individuals  3  years  of 
age  and  older,  for  intramuscular  use  (not  otherwise  specified). 

Waived. 

90660 

Influenza  virus  vaccine,  live,  for  intranasal  use  . 

Waived. 

90662 

Influenza  virus  vaccine,  split  virus,  preservative  free,  enhanced  immunogenicity 
via  increased  antigen  content,  for  intramuscular  use. 

Waived. 

G9141 

Influenza  a  (hinl)  immunization  administration  (includes  the  physician  coun¬ 
seling  the  patient/family). 

Waived. 

G9142 

Influenza  a  (hinl)  vaccine,  any  route  of  administration  . 

Waived. 

Pneumococcal  Vac- 

90669 

Pneumococcal  conjugate  vaccine,  polyvalent,  when  administered  to  children 

Waived. 

cine. 

• 

younger  than  5  years,  for  intramuscular  use. 

90670 

Pneumococcal  conjugate  vaccine,  13  valent,  for  intramuscular  use . 

Waived. 

90732 

Pneumococcal  pojysaccharide  vaccine,  23-valent,  adult  or  immunosuppressed 
patient  dosage,  when  administered  to  individuals  2  years  or  older,  for  subcuta¬ 
neous  or  intramuscular  use. 

,  Waived. 

1 

Hepatitis  B  Vaccine 

90740 

Hepatitis  B  vaccine,  dialysis  or  immunosuppressed  patient  dosage  (3  dose 
i  schedule),  for  intramuscular  use. 

Waived. 

90743 

1  Hepatitis  B  vaccine,  adolescent  (2  dose  schedule),  for  intramuscular  use . 

Waived. 

90744 

i  Hepatitis  B  vaccine,  pediatric/adolescent  dosage  (3  dose  schedule),  for 

1  intramuscular  use. 

Waived. 

90746 

1  Hepatitis  B  vaccine,  adult  dosage,  for  intramuscular  use . ; . 

Waived. 

90747 

j 

!  Hepatitis  B  vaccine,  dialysis  or  immunosuppressed  patient  dosage  (4  dose 
schedule),  for  intramuscular  use. 

Waived. 

Section  4104(c)  of  the  Affordable  Care 
Act  amended  section  1833(b)  of  the  Act 
to  waive  the  Part  B  deductible  for 
colorectal  cancer  screening  tests  that 
become  diagnostic.  Specifically,  section 
4104(c)(2)  of  the  Affordable  Care  Act 
waives  the  deductible  with  respect  to  a 
colorectal  cancer  screening  test 
“regardless  of  the  code  that  is  billed  for 
the  establishment  of  a  diagnosis  as  a 
result  of  the  test,  or  for  the  removal  of 
tissue  or  other  matter  or  other  procedure 
that  is  furnished  in  connection  with;  as 
a  result  of,  and  in  the  same  clinical 
encounter  as  a  screening  test.”  As 
discussed  in  section  XII. B. 3.  of  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46317)  and  in  the  CY  2011  MPFS 


proposed  rule  (75  FR  40136),  we 
proposed  that  all  surgical  services 
furnished  on  the  same  date  as  a  planned 
screening  colonoscopy  or  planned 
flexible  sigmoidoscopy  would  be 
considered  as  being  “furnished  in 
connection  with,  as  a  result  of,  and  in 
the  same  clinical  encounter  as  the 
screening  test.”  We  stated  that  we 
believe  this  interpretation  is  appropriate 
because  we  believe  that  it  would  be  very 
rare  for  an  unrelated  surgery  to  occur  on 
the  same  date  as  one  of  these  scheduled 
screening  tests.  Moreover,  we  stated  that 
we  believe  that  the  risk  of  improper 
expenditures  would  be  very  small  under 
this  policy  because  it  is  the  deductible, 
and  not  the  coinsurance,  that  is  waived 


for  the  related  procedures  other  than  the 
screening  tests.  In  the  event  of  a 
legislative  change  to  this  policy  (for 
example,  a  statutory  change  that  would 
waive  the  coinsurance  for  these  related 
services  in  addition  to  the  deductible), 
we  stated  that  we  would  reassess  the 
appropriateness  of  this  proposed 
definition  of  services  that  are  furnished 
in  connection  with,  as  a  result  of,  and 
in  the  same  clinical  encounter  as  the 
colorectal  cancer  screening  test  that 
becomes  diagnostic.  We  also  noted  that 
the  annual  deductible  would  likely  be 
met  when  any  surgical  procedure 
(related  or  not)  is  performed  on  the 
same  day  as  the  scheduled  screening 
test. 
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We  proposed  fo  implement  this 
provision  by  creating  a  HCPCS  modifier 
that  ASCs  would  append  to  the 
diagnostic  procedure  code  that  is 
reported  instead  of  the  screening 
colonoscopy  or  screening  flexible 
sigmoidoscopy  HCPCS  code.  The  claims 
processing  system  would  respond  to  the 
modifier  by  waiving  the  deductible  for 
all  surgical  services  on  the  same  date  as 
the  diagnostic  test.  Coinsurance  or 
copayment  would  continue  to  apply  to 
the  diagnostic  test  and  to  other  services 
furnished  in  connection  with,  as  a  result 
of,  and  in  the  same  clinical  encounter  as 
the  screening  test. 

,  Comment:  Several  commenters- 

supported  CMS’  proposal  to  extend  the 
waiver  on  the  deductible  to  surgical 
services  provided  on  the  same  date  as  a 
colorectal  cancer  screening  test,  such  as 
a  planned  screening  colonoscopy  or 
planned  flexible  sigmoidoscopy,  when 
these  become  diagnostic.  Commenters 
supported  the  proposed  creation  of  a 
HCPCS  modifier  that  would  be 
appended  to  the  diagnostic  procedure 
code  that  is  reported  instead  of  the 
screening  colonoscopy  or  screening 
flexible  sigmoidoscopy  HCPCS  code 
when  the  screening  test  becomes  a 
diagnostic  service. 

Response:  We  appreciate  commenters’ 
support  of  our  proposed 
implementation  of  section  4104(c)  of  the 
Affordable  Care  Act. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  proposal,  without 
modification,  that  all  surgical  services 
furnished  on  the  same  date  as  a  planned 
screening  colonoscopy  or  planned 
flexible  sigmoidoscopy  be  viewed  as 
being  furnished  in  connection  with,  as 
a  result  of,  and  in  the  same  clinical 
encounter  as  the  screening  test  for 
purposes  of  implementing  section 
4104(c)(2)  of  the  Affordable  Care  Act. 
We  are  creating  new  HCPCS  modifier 
“PT,”  effective  January  1,  20li,  that 
ASCs  will  append  to  the  diagnostic 
procedure  code  that  is  reported  instead 
of  the  screening  colonoscopy  or 
screening  flexible  sigmoidoscopy 
HCPCS  code  when  the  screening  test 
becomes  a  diagnostic  service. 

2.  Payment  for  Covered  Ancillary 
Services 

a.  Background 

Our  final  payment  policies  under  the 
revised  ASC  payment  system  for 
covered  ancillary  services  vary 
according  to  the  particular  type  of 
service  and  its  payment  policy  under 
the  OPPS.  Our  overall  policy  provides 
separate  ASC  payment  for  certain 
ancillary  items  and  services  integrally 


related  to  the  provision  of  ASC  covered 
surgical  procedures  that  are  paid 
separately  under  the  OPPS  and  provides 
packaged  ASC  payment  for  other 
ancillary  items  and  services  that  are 
packaged  under  the  OPPS.  Thus,  we 
established  a  final  policy  to  align  ASC 
payment  bundles  with  those  under  the 
OPPS  (72  FR  42495), 

Our  ASC  payment  policies  provide 
separate  payment  for  drugs  and 
biologicals  that  are  separately  paid 
under  the  OPPS  at  the  OPPS  rates,  while 
we  pay  for  separately  payable  radiology 
services  at  the  lower  of  the  MPFS  non¬ 
facility  PE  RVU  (or  technical 
component)  amount  or  the  rate 
calculated  according  to  the  ASC 
standard  ratesetting  methodology  (72  FR 
42497).  In  all  cases,  ancillary  items  and 
services  must  be  provided  integral  to  the 
performance  of  ASC  covered  surgical 
procedures  for  which  the  ASC  bills 
Medicare,  in  order  for  those  ancillary 
services  also  to  be  paid. 

ASC  payment  policy  for 
brachytherapy  sources  generally  mirrors 
the  payment  policy  under  the  OPPS.  We 
finalized  our  policy  in  the  CY  2008 
OPPS/ ASC  final  rule  with  comment 
period  (72  FR  42499)  to  pay  for 
brachytherapy  sources  applied  in  ASCs 
at  the  same  prospective  rates  that  were 
adopted  under  the  OPPS  or,  if  OPPS 
rates  were  unavailable,  at  contractor- 
priced  rates.  Subsequent  to  publication 
of  that  rule,  section  106  of  the  Medicare, 
Medicaid,  and  SCHIP  Extension  Act  of 
2007  (Pub.  L.  110-173)  mandated  that, 
for  the  period  January  1,  2008  through 
June  30,  2008,  brachytherapy  sources  be 
paid  under  the  OPPS  at  charges  adjusted 
to  cost.  Therefore,  consistent  with  our 
final  overall  ASC  payment  policy,  we 
paid  ASCs  at  contractor-priced  rates  for 
brachytherapy  sources  provided  in 
ASCs  during  that  period  of  time. 
Beginning  July  1,  2008,  brachytherapy 
sources  applied  in  ASCs  were  to  be  paid 
at  the  same  prospectively  set  rates  that 
were  finalized  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  67165  through  67188).  Immediately 
prior  to- the  publication  of  the  CY  2009 
OPPS/ASC  proposed  rule,  section  142  of 
the  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008  (Pub.  L.  110- 
275)  amended  section  1833(t)(16)(C)  of 
the  Act  (as  amended  by  section  106  of 
the  Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007,  Pub.  L.  110-173) 
to  extend  the  requirement  that 
brachytherapy  sources  be  paid  under 
the  OPPS  at  charges  adjusted  to  cost 
through  December  31,  2009.  Therefore, 
consistent  with  final  ASC  payment 
policy,  ASCs  continued  to  be  paid  at 
contractor-priced  rates  for 
brachytherapy  sources  provided  integral 


to  ASC  covered  surgical  procedures 
during  that  period  of  time. 

Other  separately  paid  covered 
ancillary  services  in  ASCs,  specifically 
corneal  tissue  acquisition  and  device 
categories  with  OPPS  pass-through 
status,  do  not  have  prospectively 
established  ASC  payment  rates 
according  to  the  final  policies  of  the 
revised  ASC  payment  system  (72  FR 
42502  and  42509;  §  416.164(b)).  Under 
the  revised.  ASC  payment  system, 
comeal  tissue  acquisition  is  paid  based 
on  the  invoiced  costs  for  acquiring  the 
corneal  tissue  for  transplantation.  As 
discussed  in  section  IV.A.l.  of  this  final 
rule  with  comment  period,  new  pass¬ 
through  device  categories  may  be 
established  on  a  quarterly  basis.  One 
new  device  category  eligible  for  pass¬ 
through  payment  under  the  OPPS  and, 
therefore,  under  the  ASC  payment 
system,  described  by  HCPCS  code 
Cl 749  (Endoscope,  retrograde  imaging/ 
illumination  colonoscope  device 
(Implantable),  was  announced  in  the 
October  2010  ASC  CR  (Transmittal 
2045,  Change  Request  7147,  dated 
September  10,  2010).  Payment  for 
HCPCS  code  Cl  749  under  the  ASC 
payment  system  is  contractor  priced. 

b.  Payment  for  Covered  Ancillary 
Services  for  CY  2011 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46351),  for  CY  2011,  we 
proposed  to  update  the  ASC  payment 
rates  and  make  changes  to  ASC  payment 
indicators  as  necessary  to  maintain 
consistency  between  the  OPPS  and  ASC 
payment  system  regarding  the  packaged 
or  separately  payable  status  of  services 
and  the  proposed  CY  2011  OPPS  and 
ASC  payment  rates.  The  proposed  CY 
2011  OPPS  payment  methodologies  for 
separately  payable  drugs  and  biologicals 
and  brachytherapy  sources  were 
discussed  in  sections  V.  and  VII.  of  the 
CY  2011  OPPS/ASC  proposed  rule  (75 
FR  46257  through  46283  and  46286 
through  46289),  respectively,  and  we 
proposed  to  set  the  CY  2011  ASC 
payment  rates  for  those  services  equal  to 
the  proposed  CY  2011  OPPS  rates. 

Consistent  with  established  ASC 
payment  policy  (72  FR  42497),  the 
proposed  CY  2011  payment  for 
separately  payable  covered  radiology 
services  was  based  on  a  comparison  of 
the  CY  2011  proposed  MPFS  non¬ 
facility  PE  RVU  amounts  (we  refer 
readers  to  the  CY  2011  MPFS  proposed 
rule)  and  the  proposed  CY  2011  ASC 
payment  rates  calculated  according  to 
the  ASC  standard  ratesetting 
methodology  and  then  set  at  the  lower 
of  the  two  amounts.  Alternatively, 
payment  for  a  radiology  service  may  be 
packaged  into  the  payment  for  the  ASC 
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cov'ered  surgical  procedure  if  the 
radiology  service  is  packaged  under  the 
OPPS.  The  payment  indicators  in 
Addendum  BB  of  the  CY  2011  OPPS/ 
ASC  proposed  rule  indicated  whether 
the  proposed  payment  rates  for 
radiology  services  are  based  on  the 
MPFS  nonfacility  PE  RVU  amount  or 
the  ASC  standard  ratesetting 
methodology,  or  whether  payment  for  a 
radiology  service  is  packaged  into  the 
payment  for  the  covered  surgical 
procedure  (payment  indicator  “Nl”). 
Radiology  services  that  we  proposed  to 
pay  based  on  the  ASC  standard 
ratesetting  methodology  are  assigned 
payment  indicator  “Z2”  (Radiology 
service  paid  separately  when  provided 
integral  to  a  surgical  procedure  on  ASC 
list;  payment  based  on  OPPS  relative 
payment  weight)  and  those  for  which 
the  proposed  payment  is  based  on  the 
MPFS  non-facility  PE  RVU  amount  are 
assigned  payment  indicator  “Z3” 
(Radiology  service  paid  separately  when 
provided  integral  to  a  surgical 
procedure  on  ASC  list;  payment  based 
on  MPFS  non-facility  PE  RVUs). 

All  covered  ancillary  services  and. 
their  proposed  payment  indicators  were 
listed  in  Addendum  BB  to  the  CY  2011 
OPPS/ASC  proposed  rule. 

Comment:  One  commenter  expressed 
continued  disagreement  with  the  ASC 
packaging  policy  related  to  discography 
services.  Although  it  is  not  completely 
clear  what  the  commenter  was 
requesting,  we  infer  that  the  commenter 
questioned  the  appropriateness  of 
packaging  payment  for  discography 
services.  According  to  the  commenter, 
the  injection  procedures  reported  by 
CPT  codes  62290  (Injection  procedure 
for  discography,  each  level;  lumbar)  and 
62291  (Injection  procedure  for 
discography,  each  level;  cervical  or 
thoracic)  are  packaged  into  the  services 
reported  by  CPT  codes  72285 
(Discography,  cervical  or  thoracic, 
radiological  supervision  and 
interpretation)  and  72295  (Discography, 
lumbar,  radiological  supervision  and 
interpretation)  and,  therefore,  payment 
is  made  to  an  ASC  only  when  the 
radiology  service  is  provided  integral  to 
a  covered  surgical  procedure.  The 
commenter  asserted  that  discography 
should  be  a  separately  payable  service 
in  an  ASC  and  that  the  ASC  payment 
should  be  62  percent  of  OPPS  payments. 

Response:  As  we  explained  fully  in 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68747)  and  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60619),  we 
continue  to  believe  that  our  packaging 
policy  for  discography  services  is 
appropriate  and  we  do  not  agree  that 
packaging  policies  under  the  ASC 


payment  system  should  vary  from  those 
under  the  OPPS.  Also,  we  continue  to 
believe  that  discography  is  a  radiology 
service,  even  though  a  component  of  it 
niay  be  defined  as  surgical,  and  that 
radiology  services  are  not  appropriate 
for  performance  and  separate  payment 
in  ASCs  unless  they  are  integral  to 
covered  surgical  procedures. 

Comment:  One  commenter  argued 
that  it  is  inappropriate  to  use  the  MPFS- 
based  payment  methodology  for  nuclear 
medicine  procedures  in  the  ASC  setting 
without  providing  separate  payment  for 
diagnostic  radiopharmaceuticals. 
According  to  the  commenter,  under  the 
MPFS,  a  separate  payment  is  made  for 
the  radiopharmaceutical  used  with  the 
nuclear  medicine  procedure,  while 
under  the  ASC  payment  system, 
payment  for  the  radiopharmaceutical  is 
currently  packaged.  The  commenter 
asserted  that,  therefore,  basing  ASC 
payment  on  the  MPFS  non-facility  PE 
RVU  without  separate  payment  for  the 
radiopharmaceutical  leaves  the  ASC 
uncompensated  for  the  diagno.stic 
radiopharmaceutical  cost.  The 
commenter  recommended  that  CMS 
establish  a  separate  payment 
methodology  for  diagnostic 
radiopharmaceuticals  in  the  ASC 
setting. 

Response:  We  do  not  agree  with  the 
commenter  that  we  should  establish 
separate  payment  for  diagnostic 
radiopharmaceuticals  under  the  ASC 
payment  system,  because  we  follow  the 
OPPS  packaging  policies  which  require 
that  payment  for  these  items  is  always 
packaged.  However,  we  understand  the 
commenter’s  concern  about  the  MPFS 
non-facility  PE  ^VU  amounts  not 
reflecting  the  diagnostic 
radiopharmaceutical  costs.  Therefore, 
for  CY  2011,  we  are  setting  the  payment 
indicators  for  all  nuclear  medicine 
procedures  (defined  as  CPT  codes  in  the 
range  of  78000  through  78999)  that  are 
designated  as  radiology  services  that  are 
paid  separately  when  provided  integral 
to  a  surgical  procedure  on  the  ASC  list 
to  “Z2”  so  that  payment  for  these 
procedures  will  be  made  based  on  the 
OPPS  relative  payment  weight  rather 
than  the  MPFS  non-facility  PE  RVU 
amount,  regardless  of  which  is  lower. 
We  will  consider  whether  and  how  we 
should  change  the  payment  policy  for 
nuclear  medicine  procedures  under  the 
ASC  payment  system  in  future 
rulemaking. 

After  consideration  of  the  public 
comments  we  received,  we  are 
providing  CY  2011  payment  for  covered 
ancillary  services  in  accordance  with 
the  final  policies  of  the  revised  ASC 
payment  system  as  described  in  the  CY 
2008  OPPS/ASC  final  rule  with 


comment  period  (72  FR  42493  through 
42508),  with  one  modification.  As 
described  above,  we  are  setting  the 
payment  indicators  for  all  nuclear 
medicine  procedures  (defined  as  CPT 
codes  in  the  range  of  78000  through 
78999)  that  are  designated  as  radiology 
services  that  are  paid  separately  when 
provided  integral  to  a  surgical 
procedure  on  the  ASC  list  to  “Z2”  for  CY 
2011  so  that  payment  for  these 
procedures  will  be  made  based  on  the 
OPPS  relative  payment  weight  rather 
than  the  MPFS  non-facility  PE  RVU 
amount,  regardless  of  which  is  lower. 
Covered  ancillary  services  and  their 
final  CY  2011  payment  indicators  are 
listed  in  Addendum  BB  to  this  final  rule 
with  comment  period. 

E.  New  Technology  Intraocular  Lenses 
(NTIOLs) 

1.  Background 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68176),  we 
finalized  our  current  process  for 
reviewing  applications  to  establish  new 
active  classes  of  new  technology 
intraocular  lenses  (NTIOLs)  and  for 
recognizing  new  candidate  intraocular 
lenses  (lOLs)  inserted  during  or 
subsequent  to  cataract  extraction  as 
belonging  to  a  NTIOL  class  that  is 
qualified  for  a  payment  adjustment. 
Specifically,  we  established  the 
following  process: 

•  We  announce  annually  in  the 
Federal  Register  a  document  that 
proposes  the  update  of  ASC  payment 
rates  for  the  following  calendar  year,  a 
list  of  all  requests  to  establish  new 
NTIOL  classes  accepted  for  review 
during  the  calendar  year  in  which  the 
proposal  is  published  and  the  deadline 
for  submission  of  public  comments 
regarding  those  requests.  In  accordance 
with  section  141(b)(3)  of  Public  Law 
103-432  and  our  regulations  at 
§  416.185(b),  the  deadline  for  receipt  of 
public  comments  is  30  days  following 
publication  of  the  list  of  requests. 

•  •  In  the  Federal  Register  document 

that  finalizes  the  update  of  ASC 
payment  rates  for  the  following  calendar 
year,  we — 

o  Provide  a  list  of  determinations 
made  as  a  result  of  our  review  of  all  new 
class  requests  and  public  comments; 
and 

o  Announce  the  deadline  for 
submitting  requests  for  review  of  an 
application  for  a  new  NTIOL  class  for 
the  following  calendar  year. 

In  determining  whether  a  lens  belongs 
to  a  new  class  of  NTIOLs  and  whether 
the  ASC  payment  amount  for  insertion 
of  that  lens  in  conjunction  with  cataract 
surgery  is  appropriate,  we  expect  that 
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the  insertion  of  the  candidate  lOL 
would  result  in  significantly  improved 
clinical  outcomes  compared  to  currently 
available  lOLs.  In  addition,  to  establish 
a  new  NTIOL  class,  the  candidate  lens 
must  be  distinguishable  from  lenses 
already  approved  as  members  of  active 
or  expired  classes  of  NTIOLs  that  share 
a  predominant  characteristic  associated 
with  improved  clinical  outcomes  that 
was  identified  for  each  class. 
Furthermore,  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68227),  we  finalized  our  proposal  to 
base  our  determinations  on 
consideration  of  the  following  factors 
set  .out  at  §416.195; 

•  The  lOL  must  have  been  approved 
by  the  FDA  and  claims  of  specific 
clinical  benefits  and/or  lens 
characteristics  with  established  clinical 
relevance  in  comparison  with  currently 
available  lOLs  must  have  been  approved 
by  the  FDA  for  use  in  labeling  and 
advertising; 

•  The  lOL  is  not  described  by  an 
active  or  expired  NTIOL  class;  that  is,  it 
does  not  share  the  predominant,  class¬ 
defining  characteristic  associated  with 
improved  clinical  outcomes  with 
designated  members  of  an  active  or 
expired  NTIOL  class;  and 

•  Evidence  demonstrates  that  use  of 
the  lOL  results  in  measurable,  clinically 
meaningful,  improved  outcomes  in 
coipparison  with  use  of  currently 
available  lOLs.  According  to  the  statute, 
and  consistent  with  previous  examples 
provided  by  CMS,  superior  outcomes 
that  we  consider  include  the  following; 

o  Reduced  risk  of  intraoperative  or 
postoperative  complication  or  trauma; 

o  Accelerated  postoperative  recovery; 

o  Reduced  induced  astigmatism; 

o  Improved  postoperative  visual 
acuity; 

o  More  stable  postoperative  vision; 
and/or 

o  Other  comparable  clinical 
advantages,  such  as — 

□  Reduced  dependence  on  other 
eyewear  (for  example,  spectacles, 
contact  lenses,  and  reading  glasses); 

□  Decreased  rate  of  subsequent 
diagnostic  or  therapeutic  interventions, 
such  as  the  need  for  YAG  laser 
treatment; 

□  Decreased  incidence  of  subsequent 
lOL  exchange;  and 

□  Decreased  blurred  vision,  glare, 
other  quantifiable  symptom  or  vision 
deficiency. 

For  a  request  to  be  considered 
complete,  we  require  submission  of  the 


information  that  is  found  in  the 
guidance  document  entitled 
“Application  Process  and  Information 
Requirements  for  Requests  for  a  New 
Class  of  New  Technology  Intraocular 
Lens  (NTIOL)”  posted  on  the  CMS  Web 
site  at:  http://www.cms.gov/ 
ASCPayment/ 
08_NTIOLs.aspttTopOfPage. 

As  we  stated  in  the  CY  2007  OPPS/ 

ASC  final  rule  with  comment  period  (71 
FR  68180),  there  are  three  possible 
outcomes  from  our  review  of  a  request 
for  establishment  of  a  new  NTIOL  class. 
As  appropriate,  for  each  completed 
request  for  consideration  of  a  candidate 
lOL  into  a  new  class  that  is  received  by 
the  established  deadline,  one  of  the 
following  determinations  is  announced 
annually  in  the  final  rule  updating  the 
ASC  payment  rates  for  the  next  calendar 
year: 

•  The  request  for  a  payment 
adjustment  is  approved  for  the 
candidate  lOL  for  5  full  years  as  a 
member  of  a  new  NTIOL  class  described 
by  a  new  HCPCS  code; 

•  The  request  for  a  payment 
adjustment  is  approved  for  the 
candidate  lOL  for  the  balance  of  time 
remaining  as  a  member  of  an  active 
NTIOL  class;  or 

•  The  request  for  a  payment 
adjustment  is  not  approved. 

We  also  discussed  our  plan  to 
summarize  briefly  in  the  final  rule  with 
comment  period  the  evidence  that  we 
reviewed,  the  public  comments,  and  the 
basis  for  our  determinations  in 
consideration  of  applications  for 
■  establishment  of  a  new  NTIOL  class.  We 
established  that  when  a  new  NTIOL 
class  is  created,  we  identify  the 
predominant  characteristic  of  NTIOLs  in 
that  class  that  sets  them  apart  from  other 
lOLs  (including  those  previously 
approved  as  members  of  other  expired 
or  active  NTIOL  classes)  and  that  is 
associated  with  improved  clinical 
outcomes.  The  date  of  implementation 
of  a  payment  adjustment  in  the  case  of 
approval  of  an  lOL  as  a  member  of  a 
new  NTIOL  class  would  be  set 
prospectively  as  of  30  days  after 
publication  of  the  ASC  payment  update 
final  rule,  consistent  with  the  statutory 
requirement. 

2.  NTIOL  Application  Process  for 
Payment  Adjustment 

In  CY  2007,  we  posted  an  updated 
guidance  document  to  the  CMS  Web  site 
to  provide  process  and  information 
requirements  for  applications  requesting 


a  review  of  the  appropriateness  of  the 
payment  amount  for  insertion  of  an  lOL 
to  ensure  that  the  ASC  payment  for 
covered  surgical  procedures  includes 
paymerrt  that  is  reasonable  and  related 
to  the  cost  of  acquiring  a  lens  that  is 
approved  as  belonging  to  a  new  class  of 
NTIOLs.  This  guidance  document  can 
be  accessed  on  the  CMS  Web  site  at: 
http://  WH'n^  cms  .gov /A  S  CPaym  ent/ 
downloads/NTIOLprocess.pdf. 

We  note  that  we  have  also  issued  a 
guidance  document  entitled  “Revised 
Process  for  Recognizing  Intraocular 
Lenses  Furnished  by  Ambulatory 
Surgery  Centers  (ASCs)  as  Belonging  to 
an  Active  Subset  ofNew  Technology 
Intraocular  Lenses  (NTIOLs).”  This 
guidance  document  can  be  accessed  on 
the  CMS  Web  site  at:  http://  ^ 
wivw.  cms.  go  v/ A  SCPaym  en  t/Do  wn  loads/ 
Request_for_inclusion_in_ 
current_NTIOL_subset.pdf. 

This  second  guidance  document 
provides  specific  details  regarding 
requests  for  recognition  of  lOLs  as 
belonging  to  an  existing,  active  NTIOL 
class,  the  review  process,  and 
information  required  for  a  request  to 
review.  Currently,  there  is  one  active 
NTIOL  class  whose  defining 
characteristic  is  the  reduction  of 
spherical  aberration.  We  accept  requests 
throughout  the  year  to  review  the 
appropriateness  of  recognizing  an  lOL 
as  a  member  of  an  active  class  of 
NTIOLs.  That  is,  review  of  candidate 
lenses  for  membership  in  an  existing, 
active  NTIOL  class  is  ongoing  and  not 
limited  to  the  annual  review  process 
that  applies  to  the  establishment  of  new 
NTIOL  classes.  We  ordinarily  complete 
the  review  of  such  a  request  within  90 
days  of  receipt  of  all  information  that 
we  consider  pertinent  to  our  review, 
and  upon  completion  of  our  review,  we 
notify  the  requestor  of  our 
determination  and  post  on  the  CMS 
Web  site  notification  of  a  lens  newly 
approved  for  a  payment  adjustment  as 
an  NTIOL  belonging  to  an  active  NTIOL 
class  when  furnished  in  an  ASC. 

3.  Classes  of  NTIOLs  Approved  and 
New  Requests  for  Payment  Adjustment 

,  a.  Background 

Since  implementation  of  the  process 
■  for  adjustment  of  payment  amounts  for 
NTIOLs  that  was  established  in  the  June 
16,  1999  Federal  Register,  we  have 
approved  three  classes  of  NTIOLs,  as 
shown  in  the  following  table,  with  the 
associated  qualifying  lOLs  to  date; 


L. 
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NTIOL  Class 

HCPCS  Code 

$50  Approved  for  services 
furnished  on  or  after 

NTIOL  Characteristic 

lOLs  Eligible  for  adjustment 

1  . 

Q1001 

May  18,  2000,  through 

May  18,  2005. 

Multifocal  . 

Allergan  AMO  Array  Multifocal  lens, 
model  SA40N. 

2  . 

Q1002 

May  18,  2000,  through 

May  18,  2005. 

Reduction  in  Preexisting 
Astigmatism. 

ST AAR  Surgical  Elastic  Ultraviolet- Ab¬ 
sorbing  Silicone  Posterior  Chamber 
lOL  with  Toric  Optic,  models 
AA4203T,  AA4203TF,  and 

AA4203TL. 

3  . 

Q1003 

February  27,  2006, 
through  February  26, 
2011. 

Reduced  Spherical  Aber¬ 
ration. 

1 _ ^ _ 

Abbott  Medical  Optics  (AMO)  Tecnis® 
lOL  models  Z9000,  Z9001,  Z9002, 
ZA9003,  and  AR40xEM  and  Tecnis® 

1 -Piece  model  ZCBOO;  Alcon 
Acrysof®  IQ  Model  SN60WF, 
Acrysert  Delivery  System  model 
SN60WS  and  Acrysof®  IQ  Toric 
model  SN6ATT:  Bausch  &  Lomb 
Sofport  AO  models  LI61AO  and 
LI61AOV  and  Akreos  AO  models 
AO60  and  M160,  Crystalens®  AT- 
50AO  and  AT-52AO;  ST AAR  Affinity 
Collamer  model  CQ2015A  and 
CC4204A  and  Elastimide  model 
AQ2015A:  Hoya  model  FY-60AD, 
FC-60AD,  PY-60AD,  and  PC-60AD; 
Lenstec  HD  lOL. 

b.  Request  To  Establish  New  NTIOL  ' 
Class  for  CY  2011 

As  explained  in  the  guidance 
document  on  the  CMS  Web  site,  the 
deadline  for  each  year’s  requests  for 
review  of  the  appropriateness  of  the 
ASC  payment  amount  for  insertion  of  a 
candidate  lOL  as  a  member  of  a  new 
class  of  NTIOLs  is  announced  in  the 
final  rule  updating  the  ASC  and  OPPS 
payment  rates  for  that  calendar  year. 
Therefore,  a  request  for  review  for  a  new 
class  of  NTIOLs  for  CY  2011  must  have 
been  submitted  to  CMS  by  March  8, 
2010,  the  due  date  published  in  the  CY 

2010  OPPS/ ASC  final  rule  with 
comment  period  (74  FR  60621).  We 
received  one  request  for  review  to 
establish  a  new  NTIOL  class  for  CY 

2011  by  the  March  8,  2010  due  date.  A 
summary  of  this  request  follows. 

Requestor/Manufacturer:  Alcon 
Laboratories,  Inc. 

Lens  Model  Number:  Acrysof® 

Natural  lOLs,  Models:  SN60WF, 
SN60AT.  MN60MA,  and  MN60AC. 

Summary  of  the  Request:  Alcon 
Laboratories,  Inc.  (Alcon)  submitted  a 
request  for  CMS  to  determine  that  its 
Acrysof®  Natural  intraocular  lenses 
meet  the  criteria  for  recognition  as 
NTIOL  and  to  concurrently  establish  a 
new  class  of  NTIOLs  for  blue  light 
filtering  to  improve  driving  safety  under 
glare  conditions,  with  these  lenses  as 
members.  As  part  of  its  request,  Alcon 
submitted  descriptive  information  about 
the  candidate  lOLs  as  outlined  in  the 
guidance  document  that  we  make 
available  on  the  CMS  Web  site  for  the 
establishment  of  a  new  class  of  NTIOLs, 


as  well  as  information  regarding 
approval  of  the  candidate  lOL  by  the 
U.S  Food  and  Drug  Administration 
(FDA).  This  information  included  the 
approved  labeling  for  the  candidate 
lenses,  a  summary  of  the  lOLs’  safety 
and  effectiveness,  a  copy  of  the  FDA’s 
approval  notification,  and  instructions 
for  their  use.  In  addition,  Alcon  also 
submitted  a  number  of  studies  in 
support  of  its  claim  that  the  blue  liglit 
filtering  design  features  of  the  candidate 
lenses  would  improve  driving  safety 
under  glare  conditions.  We  note  that  we 
have  previously  considered  another 
candidate  lOL  for  which  ASC  payment 
review  was  requested  on  the  basis  of 
blue  light  filtering  properties.  We 
discussed  these  lenses  in  the  July  23, 
2004  and  March  25,  2005  NTIOL 
proposed  and  final  rules  published  in 
the  Federal  Register  (69  FR  44029  and 
70  FR  15337,  respectively). 

In  its  CY  2011  request,  Alcon  asserts 
that  its  request  is  based  on  new  research 
and  measurement  technologies  that 
demonstrate  that  the  Acrysof®  Natural 
lOLs  with  a  blue  light  filtering 
,  chromophore  filters  light  in  a  manner 
that  approximates  the  human  crystalline 
lens  in  the  400—475  nm  blue  light 
wavelength  range  to  reduce  glare  that 
impairs  the  ability  of  the  eye  to 
differentiate  objects  from  tbe 
background.  Alcon  further  states  that 
glare  reduction  can  help  beneficiaries 
avoid  hazards  that  can  be  caused  by 
glare.  AlCon  also  states  that  at  present, 
there  are  no  active  or  expired  NTIOL 
classes  that  describe  lOLs  similar  to  its 
lOL. 


We  established  in  the  CY  2007  OPPS/ 
ASC  final  rule  with  comment  period 
that  when  reviewing  a  request  for 
recognition  of  an  lOL  as  an  NTIOL  and 
a  concurrent  request  to  estaWish  a  new 
class  of  NTIOLs,  we  would  base  our 
determination  on  consideration  of  the 
three  major  criteria  that  are  outlined  in 
the  discussion  above.  In  the  CY  2011 . 
proposed  rule  we  noted  that  we  had 
begun  our  review  of  Alcon’s  request  to 
recognize  its  Acrysof®  Natural  lOLs  as 
NTIOLs  and  concurrently  establish  a 
new  class  of  NTIOLs.  In  the  CY  2011 
proposed  rule  we  solicited  comment  on 
these  candidate  lOLs  with  respect  to  the 
established  NTIOL  criteria  as  discussed 
above  (75  FR  46354). 

First,  for  an  lOL  to  be  recognized  as 
an  NTIOL  we  require  that  the  lOL  must 
have  been  approved  by  the  FDA  and 
claims  of  specific  clinical  benefits  and/ 
or  lens  characteristics  with  established 
clinical  relevance  in  comparison  with 
currently  available  lOLs  must  have  been 
approved  by  tbe  FDA  for  use  in  labeling 
and  advertising.  We  note  that  FDA 
approval  for  the  candidate  lens  was 
granted  in  May  2007  and  that  Alcon 
provided  FDA  approval  documentation, 
including  a  copy  of  the  FDA’s  approval 
notification,  the  FDA’s  summary  of  the 
lOL’s  safety  and  effectiveness,  and  the 
labeling  approved  by  the  FDA  in  its 
request  for  a  new  class  of  NTIOLs.  Tbe 
approved  labels  for  the  Alcon  lOLs  all 
state,  “Alcon’s  proprietary  blue  light 
filtering  chromophore  filters  light  in  a 
manner  that  approximates  the  human 
crystalline  lens  in  the  400-475  nm  blue 
light  wavelength  range.”  The  FDA  label 
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does  not  otherwise  reference  specific 
clinical  benefits  or  lens  characteristics 
of  blue  light  filtering  on  glare.  In  the  CY 
2011  OPPS/ASG  proposed  rule  (75  FR 
46354)  we  noted  that  we  were  interested 
in  public  comments  on  the  specific 
clinical  benefits  or  lens  characteristics 
with  established  clinical  relevance  for 
the  blue  light  filter  effects  on  glare.  We 
specifically  noted  that  we  were 
interested  in  public  comments  regarding 
the  assertion  that  the  specific  blpe  light 
filter  properties  associated  with  the 
candidate  lOLs  improve  driving  safety 
via  the  reduction  of  glare. 

Second,  we  also  require  that  the 
candidate  lOL  not  be  described  by  an 
active  or  expired  NTIOL  class;  that  is,  it 
does  not  share  the  predominant,  class¬ 
defining  characteristic  associated  with 
improved  clinical  outcomes  with 
designated  members  of  an  active  or 
expired  NTIOL  class.  As  noted  in  the 
table  above  regarding  active  and  expired 
NTIOL  classes,  since  implementation  of 
the  NTIOL  review  process  that  was 
established  in  the  June  16,  1999  Federal 
Register,  we  have  ajjproved  three 
classes  of  NTIOLs:  Multifocal  and 
Reduction  in  Preexisting  Astigmatism 
classes,  both  of  which  were  created  in 
2000  and  expired  in  2005,  and  the 
currently  active  Reduced  Spherical 
Aberration  class,  which  was  created  in 
2006  and  will  expire  in  2011.  The  class¬ 
defining  characteristic  specific  to  lOLs 
that  are  members  of  these  classes  is  . 
evident  in  the  name  assigned  to  the 
class.  For  example,  lOLs  recognized  as 
members  of  the  reduced  spherical 
aberration  class  are  characterized  by 
their  aspheric  design  that  results  in 
reduced  spherical  aberration.  We  refer 
readers  to  the  table  above  for 
information  about.the  NTIOL  classes 
that  have  been  created  since  the 
implementation  of  tJie  review  process. 
Based  on  this  information,  the  candidate 
lens  may  not  be  described  by  an  active 
or  expired  NTIOL  class.  Its  proposed 
class-defining  characteristic  and 
associated  clinical  benefits  that  were 
described  in  the  submitted  request, 
specifically  the  blue  light  filtering 
properties,  may  not  be  similar  to  the 
class-defining  characteristics  and 
associated  benefits  of  the  two  expired 
NTIOL  classes,  the  Multifocal  and 
Reduction  in  Preexisting  Astigmatism 
classes,  or  to  the  class-defining 
characteristic  and  associated  benefits  of 
the  currently  active  Reduced  Spherical 
Aberration  class.  In  the  CY  2011  OPPS/ 
ASC  proposed  rule  we  noted  that  we 
welcomed  public  comments  that 
address  whether  the  proposed  class¬ 
defining  characteristic  and  associated 
clinical  benefits  of  the  candidate  Alcon 


lOLs  are  described  by  the  expired  or 
currently  active  NTIOL  classes  (75  FR 
46354). 

Third,  our  NTIOL  evaluation  criteria 
also  require  that  an  applicant  submit 
evidence  demonstrating  that  use  of  fhe 
lOL  results  in  measurable,  clinically 
meaningful,  improved  outcomes  in 
comparison  to  use  of  currently  available 
lOLs.  We  note  that  in  the  CY  2007 
OPPS/ ASC  final  rule  with  comment 
period,  we  sought  comments  as  to  what 
constitutes  currently  available  lOLs  for 
purposes  of  such  comparisons,  and  we 
received  several  comments  in  response 
to  our  solicitation  (71  FR  68178).  We 
agreed  with  commenters  that  we  should 
remain  flexible  with  respect  to  our  view 
of  “currently  available  lenses”  for 
purposes  of  reviewing  NTIOL  requests, 
in  order  to  allow  for  consideration  of 
technological  advances  in  lenses  over 
time.  For  purposes  of  reviewing  this 
request  to  establish  a  new  NTIOL  class 
for  CY  2011,  we  believe  that  foldable, 
spherical,  monofocal  lOLs  made  of 
acrylic,  silicone,  or 
polymethylmethacrylate  materials 
represent  the  currently  available  lenses 
against  which  the  candidate  NTIOL  to 
establish  a  new  class  should  be 
compared.  The  Alcon  request  asserts 
that  the  proprietary  blue  light  filtering 
chromophore  incorporated  into  the 
design  of  the  candidate  lenses  and  its 
associated  benefits  makes  them  different 
from  lOLs  that  are  currently  available  in 
the  U.S.  market.  In  the  CY  2011  OPPS/ 
ASC  proposed  rule  we  again  sought 
public  comment  on  our  view  of 
'  “currently  available  lenses”  for  the 
purposes  of  this  CY  2011  review  (75  FR 
46354). 

We  reviewed  the  evidence  submitted 
as  part  of  the  request,  including  two 
peer-reviewed  articles  and  two  related 
clinical  studies.  The  first  of  the 
submitted  articles  discussed  the  effect  of 
the  candidate  lenses  on  glare  disability, 
while  the  second  article  discussed  the 
effects  of  glare  on  driving  in  simulated 
driving  conditions.  The  requestor  also 
submitted  data  from  two  clinical  studies 
directly  related  to  the  submitted  articles 
discussed  above.  One  cross  sectional 
study  with  a  planned  sample  size  of  70 
subjects  evaluated  glare  disability  by 
comparing  the  candidate  lenses  against 
control  lenses  which  did  not  include  the 
blue  light  filtering  chromophore.  Results 
from  this  study  suggest  that  subjects 
implanted  with  the  applicant  lOLs  had 
significantly  faster  photostress  recovery 
limes  than  subjects  who  had  control 
lOLs  implanted  without  the  blue  light 
filtering  chromophore.  We  noted  in  the 
CY  2011  OPPS/ASC  proposed  rule  that 
this  cross  sectional  study  was  ongoing; 
consequently  the  preliminary  results 


submitted  with  the  request  only 
reflected  40  subjects  from  the  planned 
total  sample  size.  The  requestor  also 
submitted  data  from  a  second  clinical 
study  with  a  total  sample  size  of  34  that 
evaluated  the  benefit  of  the  blue  light 
filtering  chromophore  on  driving 
performance  in  patients  implanted  with 
the  candidate  lOLs  compared  to  patients 
implanted  with  non  blue  light  filtering 
lOLs.  The  results  from  this  study 
suggested  that  incorporation  of  the 
yellow  chromophore  into  the  design  of 
the  candidate  lenses  reduce  glare 
disability  and  thereby  improve  the 
ability  of  older  drivers  implanted  with 
the  candidate  lenses  to  drive  safely. 
Overall,  the  evidence  submitted 
provided  us  with  important  information 
critical  to  our  review  of  this  request. 
However,  in  making  our  decision  as  to 
whether  to  establish  a  new  class  of 
NTIOL  based  on  the  primary 
characteristic  of  the  candidate  lenses, 
we  indicated  in  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46355)  that  we 
were  also  interested  in  what  other 
information  the  public  could  contribute 
related  to  the  asserted  benefits  of  the 
blue  light  filtering  optic.  Specifically, 
we  sought  public  comment  and  relevant 
data  on  the  following: 

•  Are  there  other  peer-reviewed  data 
that  would  support  or  disprove  the 
claims  of  clinical  benefit  made  by  the 
applicant? 

•  The  presented  studies  compare  the 
blue  filtering  optic  to  clear  lOLs,  are 
there  other  lOLs  or  other  clinical 
alternatives  for  reducing  glare? 

•  Is  the  sample  size  used  in  both 
studies  sufficient  considering  all 
confounding  variables  including,  but 
not  limited  to  age,  sex,  race,  time  from 
surgery,  status  of  eyes  (which  eye 
received  the  lOL  or  both  eyes,  for 
example)  to  conclude  that  a  blue  light 
filtering  optic  would  reduce  glare  in  the 
Medicare  population? 

•  What  Kind  of  study  design  would  be 
appropriate  to  prove  the  claim  of 
significant  clinical  benefit  due  to  glare 
reduction  on  which  the  new  class 
would  be  based? 

•  Are  the  submitted  data  enough  to 
clarify  that  the  blue  filtering  optic  is 
responsible  for  reduction  in  glare 
disability  as  asserted  by  applicant? 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46355),  we  welcomed  public 
comments  and  relevant  data  specifically 
addressing  whether  use  of  the  Alcon 
Acrysof®  Natural  lOLs  result  in 
jneasurable,  clinically  meaningful, 
improved  outcomes  in  comparison  with 
use  of  currently  available  lOLs. 
Additionally,  in  accordance  with  our  • 
established  NTIOL  review  process,  we 
sought  public  comments  on  all  of  the 
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review  criteria  for  establishing  a  new 
NTIOL  class  that  would  be  based  oh  the 
ability  of  the  Acrysof®  Natural  lOLs  to 
filter  blue  light  and  subsequently  help 
beneficiaries  avoid  hazards  that  can  be 
caused’by  glare  while  driving.  All 
comments  on  this  request  must  have 
been  received  by  September  2,  2010.  In* 
the  proposed  rule,  we  stated  that  the 
announcement  of  CMS’  determination 
regarding  this  request  will  appear  in  this 
CY  2011  OPPS/ASC  final  rule  with 
comment  period.  If  a  determination  of 
membership  of  the  candidate  lens  in  a 
new  or  currently  active  NTIOL  class  is 
made,  this  determination  would  be 
effective  30  days  following  the  date  that 
this  final  rule  with  comment  period  is 
published  in  the  Federal  Register. 

We  thank  the  public  for  their 
comments  concerning  our  review  of  the 
request  from  Alcon  Laboratories,  Inc. 
(Alcon)  to  establish  a  new  class  of 
NTIOL  based  on  the  characteristics  of  its 
Acrysof®  Natural  intraocular  lenses. 
Some  of  the  comments  we  received 
raised  additional  questions  about  the 
proven  effectiveness  of  the  Acrysof® 
Natural  intraocular  lenses,  especially 
when  compared  to  other  currently 
available  lenses.  These  comments  and 
our  responses  to  them  are  summarized 
below. 

Comment:  A  few  commenters 
presented  several  arguments  suggesting 
that  CMS  recognize  the  Acrysof® 
natural  lOLs  as  belonging  to  a  new  class 
of  NTIOLS.  With  regard  to  our 
requirement  that  the  lOL  must  have 
been  approved  by  the  FDA  and  that 
claims  of  specific  clinical  benefits  and/ 
or  lens  characteristics  with  established 
clinical  relevance  in  comparison  with 
currently  available  lOLs  must  have  been 
approved  by  the  FDA  for  use  in  labeling 
and  advertising,  one  commenter 
disagreed  with  the  statement  in  the 
proposed  rule  that  “the  FDA  label  does 
not  otherwise  reference  Specific  clinical 
,  benefits  or  lens  characteristics  of  blue 
light  filtering  on  glare”  (75  FR  46354). 
The  commenter  asserted  that  the 
submitted  studies  established  the 
clinical  relevance  of  the  blue-light  filter 
in  the  AcrySof®  Natural  intraocular  lens 
models  and  that  the  blue-light  filter  is 
described  in  the  FDA-approved  label. 
This  same  commenter  indicated  that  no 
current  or  expired  NTIOL  class  exists 
for  lOLs  that  offer  this  characteristic. 

This  same  commenter  also  provided 
feedback  on  CMS’  request  for  comment 
on  our  definition  of  “currently  available 
lenses,”  specifically  with  regards  to  this 
review.  The  commenter  questioned 
whether  polymethylmethacrylate 
(PMMA)  lOLs  should  be  deemed 
“conventional”,  and  stated  that  less  than 
1  percent  of  cataract  surgeries  in  the 


United  States  are  performed  with  lenses 
made  of  PMMA.  The  commenters 
suggested  that,  after  expiration  of  the  ’ 
currently  active  NTIOL  class  for 
aspheric-optic  lOLs  that  reduce 
spherical  aberration,  CMS  consider 
updating  the  description  of 
conventional  lenses  from  “spherical”  to 
“spheric  and  aspheric.” 

With  regard  to  establishing  substantial 
clinical  benefit,  one  commenter  asserted 
that  the  study  design  utilized  to  assess 
driving  performance  allowed 
specifically  for  the  observation  of  the 
effect  of  the  yellow  chromophore  used 
in  the  design  of  the  candidate  lenses  on 
glare  disability  in  the  absence  of  any 
other  confounding  factors.  The 
commenter  argued  that  the  sample  sizes 
used  in  each  of  the  clinical  studies 
presented  were  adequate  to  demonstrate 
the  benefit  of  the  blue  light  filtering 
technology  to  Medicare  beneficiaries, 
and  were  determined  such  that  they 
were  sufficiently  powerful  to  detect 
clinically  significant  differences. 
Specifically,  the  commenter  noted  that 
for  one  of  the  studies,  which  was  based 
on  a  contralateral  design,  the  sample 
size  was  specified  for  up  to  70  subjects 
and  ultimately  was  based  on  data  from 
52  subjects.  The  commenter  claimed 
that  the  subjects  enrolled  in  this  study 
were  an  average  age  of  75.6  years  old, 
with  53.8  percent  females  and  were 
typical  for  patients  in  the  Medicare 
population,  and  further  asserted  that 
subject-descriptive  variables  such  as 
age,  sex.  and  race  did  not  impact  the 
treatment  comparison  as  the  study  was 
conducted  using  a  contralateral  design. 
The  commenter  asserted  that  the  sample 
size  for  the  second  study  was 
determined  to  be  in  the  safety  margin 
with  a  statistical  power  of  80  percent. 

Another  commenter  also  provided 
comments  in  support  of  the  blue  light 
filtering  lOLS.  This  commenter  asserted 
that  the  requestor  had  provided 
sufficient  evidence  to  support  the 
claims  of  real-world  benefit  alluded  to 
in  the  request  to  establish  a  new  class 
of  NTIOL  for  the  blue  light  filtering 
lOLs.  This  commenter  offered  to 
provide  additional  evidence  to 
substantiate  the  requestors’  claims  with 
data  gathered  from  an  assessment  of  its 
own  blue  light  filtering  lOLs.  Both  of 
these  commenters  claimed  that  the 
Acrysof®  Natural  lOLs  application  to 
open  a  new  NTIOL  category  meets  the 
specific  CM.S  NTIOL  review  criteria  and 
that  the  applicant  lenses  are  not 
•  described  bv  current  or  prior  subsets  of 
NTIOLs. 

Response:  With  regard  to  FDA 
labeling,  we  are  not  certain  that  the  blue 
light  filtering  characteristic  of  the 
applicant  lOLs  specifically  results  in  the 


reduction  of  glare  in  comparison  with 
use  of  currently  available  lOLs  in  order 
to  fulfill  our  requirement  that  the  FDA 
approve  the  lens  for  characteristics  with 
established  clinical  relevance  in 
comparison  with  currently  available 
lOLs  for  use  in  labeling  and  advertising. 
We  discuss  in  more  detail  below  our 
thorough  review  of  the  application  and 
submitted  studies  on  the  applicant’s 
lenses,  as  well  as  comments  that  we 
received.  We  appreciate  the 
commenters’  clarification. 

We  agree  that  the  applicant  lens  is  not 
described  by  current  or  prior  subsets  of 
NTIOLs.  However,  we  note  that  these 
lenses  are  not  unique  with  respect  to  the 
blue  light  filtering  optic.  As  stated 
above,  we  have  previously  considered 
another  candidate  lOL  for  which  ASC 
payment  review  was  requested  on  the 
basis  of  blue  light  filtering  properties. 

With  respect  to  our  definition  of 
“currently  available  lOLs,”  we  thank  the 
commenters  for  their  feedback  on  this 
matter  and  we  will  carefully  consider 
and  evaluate  this  particular  definition  of 
“currently  available  Ifinses”  for  use  in 
future  reviews  of  NTIOL  applications. 

As  discussed  in  the  CY  2007  OPS/ ASC 
final  rule  with  comment  period  (71  FR 
68178),  \ye  continue  to  believe  that 
flexibility  is  critical  when  identifying 
what  the  public  considers  “currently 
available  lenses,”  in  order  to  allow  for 
consideration  of  technological  advances 
in  lenses  over  time. 

Comment:  Other  commenters  argued 
that  NTIOL  status  has  been  a  valuable 
resource  to  allow  practicing  physicians 
to  attain  access  to  lOLs  that  can  provide 
additional  benefits  for  their  patients  at 
the  time  of  cataract  surgery  and  that 
CMS  should  establish  the  new  class  to 
allow  beneficiaries  to  gain  access  to 
technology  that  improves  driving 
conditions. 

Some  commenters  provided  anecdotal 
information  citing  their  clinical 
experiences  with  the  applicant  lenses, 
and  asserted  that  elimination/reduction 
of  glare  disability  with  the  chromophore 
lens  is  of  such  value  to  patients  as  to 
make  it  de.ser\dng  of  NTIOL  status  in 
order  to  encourage  the  utilization  of  this 
extremely  important  technology.  One 
commenter  asserted  that  the  basis  for 
the  NTIOL  application  is  unique,  and 
that  the  Natural  chromophore  was 
designed  to  filter  potentially  harmful 
blue  light,  to  reduce  the  amount  of 
harmhil  light  reaching  the  retina, 
without  appreciable  reduction  in  visual 
quality  (that  is.  night  vision,  color 
vision,  contrast  sensitivity).  This 
commenter  further  stated  that  the  vast 
majority  of  the  published  research  to 
date  indicated  that  this  goal  had  been 
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achieved,  but  did  not  provide  specific 
citations. 

Generally,  these  commenters  urged 
that  CMS  establish  a  new  class  of 
NTIOL  based  on  the  blue  light  filtering 
characteristic  for  the  primary  purpose  of 
offering  beneficiaries  access  to  an 
intraocular  lens  that  the  applicant 
argued  offers  the  real  world  benefit  of 
improving  driving  in  glare  conditions. 

Response:  We  thank  these 
commenters  for  their  feedback  and  agree 
that  Medicare  beneficiaries  should  be 
allowed  access  to  new  technologies  that 
offer  substantial  clinical  improvement 
over  existing  technologies.  However,  as 
discussed  further  below,  in  our  review 
of  studies  submitted  to  CMS  as  part  of 
the  NTIOL  request  and  additional  data 
submitted  by  commenters,  we  are  not 
certain  that  the  blue  light  filtering 
characteristic  of  the  applicant  lOLs 
specifically  results  in  the  reduction  of 
glare  in  comparison  with  use  of 
currently  available  lOLs,  Moreover,  in 
our  review  of  other  references  submitted 
by  commenters  regarding  the  blue  light 
filtering  optic,  we  found  evidence 
suggesting  that  the  blue-filtering  lenses 
could  decrease  best  possible  vision. 

Comment:  We  also  received  several 
comments  requesting  that  CMS 
disapprove  this  request  to  establish  a 
new  class  of  NTIOL  based  on  the  blue 
light  characteristic.  These  commenters 
argued  that  there  is  insufficient  clinical 
and  scientific  evidence  to  support  the 
claim  of  a  clinical  benefit  for  a  blue-  ' 
light  filtering  optic.  Several  of  these 
commenters  asserted  that  the  requestor’s 
claim  that  use  of  the  lOL  results  in 
substantial  clinical  benefit  in 
comparison  to  use  of  currently  available 
lOLs  is  not  based  in  sound  science  and 
will  increase  the  cost  to  Medicare 
without  providing-any  significant 
additional  benefit  to  patients.  With 
regard  to  the  require'ment  that  the  lOL 
must  have  been  approved  by  the  FDA 
and  claims  of  specific  clinical'benefits 
and/or  lens  characteristics  with 
established  clinical  relevance  in 
comparison  with  currently  available 
lOLs  must  have  been  approved  by  the 
FDA  for  use  in  labeling  and  advertising, 
these  commenters  pointed  out  that  the 
claim  of  clinical  benefit — reduction  of 
glare — is  not  included  in  the  FDA  label, 
as  required  by  CMS.  These  commenters 
also  pointed  out  that  the  use  of  a  blue 
filter  is  not  unique,  further  stating  that 
another  lOL  manufacturer  also  creates 
lOLs  with  a  blue  light  filter. 

Other  commenters  also  opposed  the 
creation  of  a  new  NTIOL  class  based  on 
the  bine  light  filtering  characteristic. 
With  regard  to  the  requirement  that  the 
NTIOL  result  in  a  substantial  clinical 
benefit  through  measurable,  clinically 


meaninghil,  improved  outcomes, 
commenters  argued  that  they  were 
relatively  few  articles  potentially  related 
to  blue  light  filtration  and  reduction  of 
glare,  and  of  these  identified  articles, 
only  one  directly  addressed  the  specific 
topic.  They  argued  that  the  one  study, 
funded  by  the  requestor,  has  numerous 
flaws  in  the  study  protocol  and  night 
driving  simulator  testing  methodology. 
They  asserted  that  it  is  impossible  to  tell 
whether  the  beneficial  results  associated 
with  one  of  the  applicant  lOLs, 
specifically  model  SN60WF  are  due  to 
the  lens’  blue  light  filtering  optic  or  its 
aspheric  optic,  given  that  aspheric 
lenses  have  been  shown  to  improve 
contrast  sensitivity  in  mesopic 
conditions  with  and  without  glare. 

These  commenters  questioned  the  mean 
postoperative  time  for  the  blue  light 
filtering  lOLs  (10.4  months)  versus  the 
same  measure  for  the  control  lOL  (4.7 
years).  They  asserted  that  the  disparity 
between  the  measures'  makes  it  nearly 
impossible  to  account  for  the  clarity  of 
the  posterior  capsule  or  the  impact  of 
progressive  glistenings  on  light  scatter. 
They  further  stated  that  in  any  lOL 
study  one  would  expect  visual 
performance  to  be  superior  at  10  months 
post-op  versus  4  years  post-op.  These 
commenters  suggested  that  the  study 
uses  a  biased  experimental  glare  tester, 
where  the  visual  target  has  a  different 
light  spectrum  (color)  to  the  glare 
source.  They  explained  that  in  almo^ 
all  real-world  situations,  the  spectrum 
of  the  glare  source  is  similar  or  identical 
to  that  of  the  visual  target.  Thus,  heavily 
Weighting  the  glare  source  with  short 
wavelength  blue  light  does  not  represent 
real-world  glare  situations  and  would 
favor  a  performance  benefit  for  a  blue- 
light  filtering  lOL.  They  asserted  that  in 
a  real  world  situation  where  the  visual 
target  and  the  glare  source  have  the 
same  light  spectrum,  a  blue  blocking 
lOL  cannot  reduce  glare  disability 
because  it  will  decrea.se  stray  light  in 
exactly  the  same  proportion  as  the  target 
brightness. 

Some  commenters  suggested  that 
CMS  and  the  FDA  consider  mandating 
the  withdrawal  of  the  applicant  and 
other  similarly  designed  lenses  from  the 
market,  or  at  least  require  that  a  clear 
lens  alternative  be  offered  for  each 
model  that  the  company  produces  so 
that  the  surgeon  may  take  advantage  of 
the  other  features  of  the  lenses  that  are 
available  without  having  to  be  forced 
into  using  yellow  chromophore 
permeated  lenses. 

Another  commenter  provided  a 
number  of  citations  of  .studies  in  peer 
reviewed  journals  that  supported  the 
fact  that  there  are  no  differences  in  the 
disability  glare  performance  of 


pseudophakes  (people  who  had  cataract 
surgery  with  lOL  replacement)  with 
colorless  versus  blue-filtering  lOLs.  This 
commenter  also  stated  that  glare 
disability  is  not  a  scientifically  proven 
predictor  of  older  driver’s  safety  and 
moreover,  that  yellow  tinted,  blue 
filtering  design  of  the  Acrysof®  Natural 
lOL  chromophores  permanently  limits 
the  blue  light  part  of  the  visible 
spectrum  that  aids  older  adults  to  see  as 
well  as  possible.  The  commenter  further 
pointed  out  that  this  type  of  lens 
undesirably  restricts  pseudophakic 
scotopic  (night  vision),  mesopic  fa 
combination  of  photopic  vision  and 
scotopic  vision  in  low  but  not  quite  dark 
lighting  situations),  and  S-cone  and 
retinal  ganglion  photoreception.' Finally, 
this  commenter  stated  that  the 
glistening  associated  with  Acrysof® 
Natural  lenses  that  develops  overtime 
causes  disability  glare  rather  than 
reduces  it.  The  commenter  described 
glistenings  as  fluid-filled  microvacuoles 
that  form  within  the  lOL  optic  when  the 
lOL  is  in  an  aqueous  environment,  and 
noted  that  glistenings  are  observed  in  all 
types  of  HTLs,  but  have  been  mainly 
associated  with  hydrophobic  acrylic 
lOLs,  similar  to  the  requestor’s  lOL. 

Response:  We  appreciate  all  of  the 
feedback  regarding  the  issues  posed  in 
our  proposed  rule,  and  regarding  our 
review  of  this  applicant  lOL.  These 
comments  have  been  very  helpful  in 
pointing  us  to  additional  resouroes 
relevant  to  the  asserted  connection 
between  the  blue  light  filtering 
characteristic  of  the  applicant  lOLs  and 
the  proposed  benefit  of  glare  reduction. 

With  regards  to  those  comments 
questioning  whether  the  FDA  approved 
labels  for  the  applicant  lOLs  included 
claims  of  clinical  benefit,  we  note  that 
our  specific  criteria  asks  that  the  FDA 
approved  label  include  “(cjlaims  of 
specific  clinical  benefits  and/or  lens 
characteristics  with  established  clinical 
relevance  in  comparison  to  currently 
available  lOLs.”  While  the  FDA  label 
does  not  include  any  claims  regarding 
the  asserted  reduction  in  glare 
properties  of  the  applicant  lens,  it  does 
mention  the  blue  light  filtering  optic 
which  the  applicant  asserts  is  proven  to 
have  established  clinical  relevance.  We 
note  that  having  two  manufacturers 
create  an  lOL  with  a  blue-light  filter  or 
other  optic  is  not  sufficient  to  disqualify 
'a  request  for  a  new  class  of  lOL. 

We  have  reviewed  the  public 
comments  received  and  the  available 
data.  Although  the  requestor  submitted 
several  supporting  studies  with  its 
application,  as  discussed  above, 
commenters  provided  compelling 
evidence  arguing  against  CMS 
establishing  a  new  class  of  lOL  for  blue- 
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filtering.  We  conclude  that  the  Acrysof® 
Natural  lOLs  do  not  demonstrate 
substantial  clinical  benefit  in 
comparison  with  currently  available 
lOLs.  Therefore,  we  are  disapproving 
Alcon’s  request  to  recognize  its 
Aciysof®  Natural  lOLs  as  NTIOLs,  and 
subsequently  to  establish  a  new  class  of 
NTIOL  for  payment  in  CY  2011. 

4.  Payment  Adjustment 

The  current  payment  adjustment  for  a 
5-year  period  from  the  implementation 
date  of  a  new  NTIOL  class  is  $50.  In  the 
CY  2007  OPPS/ASC  final  rule  with 
comment  period,  we  revised 
§  416.200(a)  through  (c)  to  clarify  how 
the  lOL  payment  adjustment  is  made 
and  how  an  NTIOL  is  paid  after 
expiration  of  the  payment  adjustment, 
and  made  minor  editorial  changes  to 
§  416.200(d).  For  CY  2008,  CY  2009,  and 
CY  2010,  we  did  not  revise  the  payment 
adjustment  amount,  and  we  did  not 
propose  to  revise  the  payment 
adjustment  amount  for  CY  2011  in  light 
of  our  limited  experience  with  the 
revised  ASC  payment  system, 
implemented  initially  on  January  1, 

2008. 

5.  ASC  Payment  for  Insertion  of  lOLs 

In  accordance  with  the  final  policies 
of  the  revised  ASC  payment  system,  for 
CY  2011,  payment  for  lOL  insertion 
procedures  is  established  according  to 
the  standard  payment  methodology  of 
the  revised  payment  system,  which 
multiplies  the  ASC  conversion  factor  by 
the  ASC  payment  weight  for  the  surgical 
procedure  to  implant  the  lOL.  The  CY 
2011  ASC  payment  for  the  co.st  of  a 
conventional  lens  is  packaged  into  the 
payment  for  the  associated  covered 
surgical  procedures  performed  by  the 
ASC.  The  HCPCS  codes  for  lOL 
insertion  procedures  were  included  in 
Table  53  of  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46355),  and  their 
proposed  CY  2011  payment  rates  were 
found  in  Addendum  AA  to  the 
proposed  rule. 

We  did  not  receive  any  public 
comments  concerning  the  proposed  CY 
2011  payment  rates  for  the  insertion  of 
lOL  procedures.  Therefore,  we  are 
finalizing  the  pajment  rates  for  the 
insertion  of  lOL  procedures,  calculated 
according  to  the  standard  methodology 
of  the  revised  ASC  payment  system.  The 
HCPCS  codes  for  lOL  insertion 
procedures  are  displayed  in  Table  64 
below,  and  their  final  CY  2011  payment 
rates  may  be  found  in  Addendum  AA  to 
this  final  rule  with  comment  period. 


Table  64— Insertion  of  IOL 
Procedures 


CY  2010 
HCPCS 
code 

CY  2010  Long  descriptor 

66983  . 

Intracapsular  cataract  extraction 
with  insertion  of  intraocular 
lens  prosthesis  (one  stage 
procedure). 

66984  . 

Extracapsular  cataract  removal 
with  insertion  of  intraocular 
lens  prosthesis  (one  stage 
procedure),  manual  or  me¬ 
chanical  technique  (e.g.,  irri¬ 
gation  and  aspiration  or 
phacoemulsification). 

66985  . 

I  Insertion  of  intraocular  lens  pros- 
1  thesis  (secondary  implant),  not 

I  associated  with  concurrent 

!  cataract  removal. 

66986  . 

j  Exchange  of  intraocular  lens. 

6.  Announcement  of  CY  2011  Deadline 
for  Submitting  Requests  for  CMS 
Review  of  Appropriateness  of  ASC 
Payment  for  Insertion  of  an  NTIOL 
Following  Cataract  Surgery 

In  accordance  with  §  416.185(a)  of  our 
regulations  as  revised  by  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period,  CMS  announces  that  in  order  to 
be  considered  for  payment  effective 
January  1,  2012,  requests  for  review  of 
applications  for  a  new  class  of  new 
technology,  lOLs  must  be  received  at 
CMS  by  5  p.m.  EST,  on  March  5,  2011. 
Send  requests  to  ASC/NTIOL,  Division 
of  Outpatient  Care,  Mailstop  C4-05-17, 
Centers  for  Medicare  and  Medicaid, 

7500  Security  Boulevard,  Baltimore,  MD 
21244-1850." 

To  bo  considered,  requests  for  NTIOL 
reviews  must  include  the  information 
on  the  CMS  Web  site  at: 
http://www.cms.gov/ASCPayment/ 
downloads/NTlOLprocess.pdf. 

F.  ASC  Payment  and  Comment 
Indicators 

1.  Background 

In  addition  to  the  payment  indicators 
that  we  introduced  in  the  August  2, 

2007  final  rule,  we  also  created  final 
comment  indicators  for  the  ASC 
payment  system  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66855).  We  created  Addendum  DDl 
to  define  ASC  payment  indicators  that 
we  use  ifi  Addenda  AA  and  BB  to 
provide  payment  information  regarding 
covered  surgical  procedures  and 
covered  ancillary  services,  respectively, 
under  the  revised  ASC  payment  system. 
The  ASC  payment  indicators  in 
Addendum  DDl  are  intended  to  capture 
policy  relevant  characteristics  of  HCPCS 
codes  that  may  receive  packaged  or 
separate  payment  in  ASCs,  such  as 


whether  they  were  on  the  ASC  list  of 
covered  services  prior  to  CY  2008; 
payment  designation,  such  as  device¬ 
intensive  or  office-based,  and  the 
corresponding  ASC  payment 
methodology;  and  their  classification  as 
separately  payable  ancillary  services 
including  radiology  services, 
brachytherapy  sources,  OPPS  pass¬ 
through  devices,  corneal  tissue 
acquisition  services,  drugs  or 
biologicals,  or  NTIOLs. 

We  also  created  Addendum  DD2  that 
lists  the  ASC  comment  indicators.  The 
ASC  comment  indicators  used  in 
Addenda  AA  and  BB  to  the  proposed 
rules  and  final  rules  with  comment 
period  serve  to  identify,  for  the  revised 
ASC  payment  system,  the  .status  of  a 
specific  HCPCS  code  and  its  payment 
indicator  with  respect  to  the  timeframe 
when  comments  will  be  accepted.  The 
comment  indicator  “NI”  is  used  in  the 
OPPS/ASC  final  rule  with  comment 
period  to  indicate  new  HCPCS  codes  for 
the  next  calendar  year  for  which  the 
interim  payment  indicator  assigned  is 
subject  to  comment.  The  comment 
indicator  “NI”  is  also  assigned  to 
existing  codes  with  substantial  revisions 
to  their  descriptors  such  that  we 
consider  them  to  be  describing  new 
services,  as  discussed  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60622).  W'e  stated  in  the 
CY  2011  OPPS/ASC  proposed  rule  that 
will  respond  to  public  comments  and 
finalize  the  ASC  treatment  of  all  codes 
labeled  with  comment  indic;ator  “NI”  in 
the  CY  2011  OPPS/ASC  final  rule  with 
comment  period  (75  FR  46356). 

The  “CH”  comment  indicator  is  used 
in  Addenda  AA  and  BB  to  this  CY  2011 
proposed  rule  to  indicate  that  a  new 
payment  indicator  (in  comparison  with 
the  indicator  for  the  CY  2010  ASC  April 
quarterly  update)  is  proposed  for 
assignment  to  an  active  HCPCS  code  for 
the  next  calendar  year;  an  active  HCPCS 
code  is  proposed  for  addition  to  the  list 
of  procedures  or  services  payable  in 
ASCs;  or  an  active  HCPCS  code  is 
proposed  for  deletion  at  the  end  of  the 
current  calendar  year.  The  “CH” 
comment  indicators  that  are  published 
in  the  final  rule  with  comment  period 
are  provided  to  alert  readers  that  a 
change  has  been  made  from  one 
calendar  year  to  the  next,  but  do  not 
indicate  that  the  change  is  subject  to 
comment.  The  full  definitions  of  the 
payment  indicators  and  comment 
indicators  are  provided  in  Addenda 
DDl  and  DD2  to  this  final  rule  with 
comment  period. 
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2.  ASC  Payment  and  Comment 
Indicators 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46356),  we  did  not  propose 
any  changes  to  the  definitions  of  the 
ASC  payment  and  comment  indicators 
for  CY  2011.  We'stated  that  we  will 
consider  proposing  to  modify  the 
payment  indicators  for  procedures  that 
were  subject  to  transitional  payment 
prior  to  CY  2011  in  future  rulemaking. 

We  did  not  receive  any  public 
comments  on  the  ASC  payment  and 
comment  indicators.  We  are  finalizing 
our  proposed  CY  2011  payment  and 
comment  indicators,  without 
modification,  in  Addenda  DDl  and  DD2 
to  this  final  rule  with  comment  period. 

G.  ASC  Policy  and  Payment 
Recommendations 

MedPAC  was  established  under 
section  1805  of  the  Act  to  advise 
Congress  on  issues  affecting  the 
Medicare  program.  Subparagraphs  (B) 
and  (D)  of  section  1805(b)(1)  of  the  Act 
require  MedPAC  to  submit  reports  to 
Congress  not  later  than  March  1  and 
June  15  of  each  year  that  present  its 
Medicare  payment  policy  reviews  and 
recommendations  and  its  examination 
of  issues  affecting  the  Medicare 
program,  respectively.  The  following 
section  describes  a  recent  MedPAC 
recommendation  that  is  relevant  to  the 
ASC  payment  system.' 

The  March  2010  MedPAC  “Report  to . 
the  Congress:  Medicare  Payment  Policy” 
included  the  following  recommendation 
relating  specifically  to  the  ASC  payment 
system  for  CY  2011: 

Recommendation  2C:  The  Congress 
should  implement  a  0.6  percent  increase 
in  payment  rates  for  ambulatory  surgical 
center  services  in  calendar  year  2011 
concurrent  with  requiring  ambulatory 
surgical  centers  to  submit  cost  and 
quality  data. 

CMS  Response:  In  the  August  2,  2007 
final  rule  (72  FR  42518  through  42519), 
we  adopted  a  policy  to  update  the  ASC 
conversion  factor  for  consistency  with 
section  1833(i)(2)(C)  of  the  Act,  which 
requires  that,  if  the  Secretary  has  not 
updated  the  ASC  payment  amounts  in  a 
calendar  year,  the  payment  amounts 
shall  be  increased  by  the  percentage 
increase  in  the  Consumer  Price  Index 
for  All  Urban  Consumers  (CPI-U)  as 
estimated  by  the  Secretary  for  the  12- 
month  period  ending  with  the  midpoint 
of  the  year  involved.  The  statute  set  the 
update  at  zero  for  CY  2008  and  CY  2009. 
We  indicated  that  we  planned  to 
implement  the  annual  updates  through 
an  adjustment  to  the  conversion  factor 
under  the  ASC  payment  system 
beginning  in  CY  2010  when  the 


statutory  requirement  for  a  zero  update 
no  longer  applies.  Further,  we  noted 
that  that  we  would  update  the 
conversion  factor  for  the  CY  2010  ASC 
payment  system  by  the  percentage 
increase  in  the  CPI-U,  consistent  with 
our  policy  as  codified  under 
§416.171(a)(2). 

As  we  indicated  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60622),  we  did  not 
require  ASCs  to  submit  cost  data  to  the 
Secretary  for  CY  2010.  We  explained 
that  the  2006  GAO  report,  “Medicare: 
Payment  for  Ambulatory  Surgical 
Centers  Should  Be  Based  on  the 
Hospital  Outpatient  Payment  System” 
(GAO-07-86),  concluded  that  the  APC 
groups  in  the  OPPS  reflect  the  relative 
costs  of  surgical  procedures  performed 
in  ASCs  in  the  same  way  they  reflect  the 
relative  costs  of  the  same  procedures 
when  they  are  performed  in  HOPDs. 
Consistent  with  the  GAO  findings,  CMS 
is  using  the  OPPS  as  the  basis  for  the 
ASC  payment  system,  which  provides 
for  an  annual  revision  of  the  ASC 
payment  rates  under  the  budget  neutral 
ASC  payment  system.  In  addition,  we 
noted  that,  under  the  methodology  of 
the  revised  ASC  payment  system,  we  do 
not  utilize  ASC  cost  information  to  set 
and  revise  the  payment  rates  for  ASCs 
but,  instead,  rely  on  the  relativity  of 
hospital  outpatient  costs  developed  for 
the  OPPS,  consistent  with  the 
recommendation  of  the  GAO. 
Furthermore,  we  explained  that  we  have 
never  required  ASCs  to  routinely  submit 
cost  data  and  expressed  our  concern 
that  a  new  Medicare  requirement  for 
ASCs  to  do  so  could  be  administratively 
burdensome  for  ASCs.  In  2009,  MedPAC 
made  a  similar  recommendation  to  that 
made  in  Recommendation  2C  above.  In 
light  of  that  MedPAC  recommendation, 
in  the  CY  2010  OPPS/ASC  proposed 
rule  (74  FR  35391),  we  solicited  public 
comment  on  the  feasibility  of  ASCs 
submitting  cost  information  to  CMS, 
including  whether  costs  should  be 
collected  from  a  sample  or  the  universe 
of  ASCs,  the  administrative  burden 
associated  with  such  an  activity,  the 
form  that  such  a  submission  could  take 
considering  existing  Medicare 
requirements  for  other  types  of  facilities 
and  the  scope  of  ASC  services,  the 
expecfed  accuracy  of  such  cost 
information,  and  any  other  issues  or 
concerns  of  interest  to  the  public  on  this 
topic. 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60623),  we 
summarized  and  responded  to  these 
comments.  As  noted  in  that  final  rule 
with  comment  period,  commenters’ 
expressed  varied  opinions  regarding  the 
feasibility  of  requiring  ASCs  to  submit 


cost  data  to  the  Secretary.  Some 
commenters  believed  that  requiring  ASC 
to  submit  such  data  would  not  be  an 
insurmountable  obstacle  and  pointed 
out  that  other  small  facilities  submit 
cost  reports  to  CMS.  They  stated  that 
ASC  cost  reports  are  necessary  to  assess 
the  adequacy  of  Medicare  payments  and 
evaluate  the  ASC  update.  Other 
commenters,  however,  opposed  the 
requirement  that  ASCs  submit  cost  data 
to  CMS  because  they  believed  such  a 
requirement  would  be  unnecessary  and 
administratively  burdensome. 
Commenters  generally  supported  a 
requirement  that  ASCs  report  quality 
data.  We  refer  readers  to  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  for  a  full  discussion  of  tha 
comments  we  received  on  the  feasibility 
of  requiring  ASCs  to  report  cost  and 
quality  data  (74  FR  60623).  We 
responded  that  we  would  keep  the 
commenters’  perspectives  in  mind  as  we 
further  consider  the  adequacy  of  the 
Medicare  ASC  payment  rates  and  move 
toward  implementation  of  ASC  quality 
reporting. 

Consistent  with  our  CY  2010  policy, 
in  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46357),  we  proposed  not  to 
require  ASCs  to  submit  cost  data  to  the 
Secretary  for  CY  2011.  We  stated  that 
we  continue  to  believe  that  our 
established  methodology  results  in 
appropriate  payment  rates  for  ASCs.  As 
noted  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR 
60623),  section  109(b)  of  the  MIEA- 
TRHCA  (Pub.  L.  109-432)  gives  the 
Secretary  the  authority  to  implement 
ASC  quality  measure  reporting  and  to 
reduce  the  payment  update  for  ASCs 
that  fail  to  report  those  required 
measures.  We  restated  our  belief  that 
promoting  high  quality  care  in  the  ASC 
setting  through  quality  reporting  is 
highly  desirable  and  fully  in  line  with 
our  efforts  under  other  payment 
systems.  As  discussed  in  section  XVI.F. 
of  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46382  through  46383),  we 
proposed  not  to  require  ASC  quality 
data  reporting  for  CY  2011,  but  stated 
our  intention  to  implement  ASC  quality 
reporting  in  a  future  rulemaking. 

We  noted  in  the  proposed  rule  that 
section  3006(f)  of  the  Affordable  Care 
Act,  as  added  by  section  10301(a)  of  the 
Affordable  Care  Act,  requires  CMS  to 
develop  a  plan  on  implementing  a 
value-based  purchasing  program  for 
ASCs  that  will  consider  measures  of 
quality  and  efficiency  in  ASCs,  among 
other  requirements.  The  Secretary  must 
submit  a  report  to  Congress  containing 
this  plan  not  later  than  January  1,  2011, 

Comment:  Many  commenters  urged 
CMS  to  require  ASCs  to  routinely  report 
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cost  data  to  allow  for  future  validation 
of  the  relative  appropriateness  of  ASC 
payment  weights  and  rates.  MedPAC 
commented  that  ASCs  should  be 
required  to  submit  cost  and  quality  data, 
concurrent  with  a  0.6  percent  increase 
in  ASC  payment  rates  for  CY  2011, 
arguing  that  ASC  cost  data  are  needed 
to  examine  whether  an  existing  input 
price  index  is  an  appropriate  proxy  for 
the  costs  of  ASCs  or  whether  an  ASC- 
specific  market  basket  should  be 
developed.  MedPAC  pointed  out  that 
businesses  such  as  ASCs  typically  keep 
records  of  their  costs  for  filing  taxes  and 
other  purposes,  and  those  other  small 
providers  such  as  home  health  agencies 
and  hospices  submit  cost  data  to  CMS. 
MedPAC  stated  that  CMS  should  create 
a  streamlined  process  for  ASCs  to 
submit  cost  data  in  order  to  minimize 
the  burden  on  ASCs  and  CMS. 

Other  commenters,  however, 
supported  CMS’  proposal  not  to  require 
ASCs  to  routinely  submit  cost  data,  a 
process  that  the  commenters 
characterized  as  administratively 
burdensome.  The  commenters  stated 
that  the  quality  of  such  data,  if  required, 
would  be  questionable  because  of  the 
varying  types  of  services  and  cost 
structures  among  ASCs  and  would  not 
be  suitable  for  ratesetting. 

Many  commenters,  including 
MedPAC,  urged  CMS  to  require  ASCs  to 
report  quality  measures,  while  others 
supported  CMS’  proposal  to  defer 
quality  reporting  for  ASCs  while  they 
adjust  to  the  revised  ASC  payment 
system.  Commenters  also  supported  the 
implementation  of  a  value-based 
purchasing  program  for  ASCs. 

Response:  We  did  not  propose  to 
require  ASCs  to  submit  cost  data  to  the 
Secretary  for  CY  2011  because,  as  noted 
previously  in  this  section  and  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60622),  we 
continue  to  believe  that  our  established 
methodology  results  in  appropriate 
payment  rates  for  ASCs.  Therefore,  we 
are  finalizing  our  proposal  not  to  require 
cost  reporting  in  this  final  rule  with 
comment  period.  We  thank  all  of  the 
commenters  for  their  thoughts  regarding 
the  feasibility  and  value  of  requiring 
ASCs  to  submit  cost  data  that  could  be 
used  to  evaluate  the  adequacy  of  the 
Medicare  ASC  payment  rates.  We  will 
keep  the  commenters’  perspectives 
about  collecting  cost  information  from 
ASCs  in  mind  as  we  further  consider  the 
adequacy  of  the  Medicare  ASC  payment 
rates.  We  also  appreciate  the 
commenters’  perspectives’  regarding 
ASC  quality  reporting  and  refer  readers 
to  section  XVI.F.  of  this  final  rule  with 
comment  period  for  more  detailed 
discussion  of  ASC  quality  data 


reporting.  As  mentioned  in  the 
proposed  rule,  a  plan  to  implement  an 
ASC  value  based  purchasing  program 
will  be  prepared  for  Congress  by  January 
1,  2011,  as  required  by  the  Affordable 
Care  Act. 

H.  Calculation  of  the  ASC  Conversion 
Factor  and  ASC  Payment  Rates 

I.  Background 

In  the  August  2,  2007  final  rule  (72  FR 
42493),  we  established  our  policy  to 
base  ASC  relative  payment  weights  and 
payment  rates  under  the  revised  ASC 
payment  system  on  APC  groups  and 
relative  payment  weights.  Consistent 
with  that  policy  and  the  requirement  at 
section  1833(i)(2)(D)(ii)  of  the  Act  that 
the  revised  payment  system  be 
implemented  so  that  it  would  be  budget 
neutral,  the  initial  ASC  conversion 
factor  (CY  2008)  was  calculated  so  that 
estimated  total  Medicare  payments 
under  the  revised  ASC  payment  system 
in  the  first  year  would  be  budget  neutral 
to  estimated  total  Medicare  payments 
under  the  prior  (CY  2007)  ASC  payment 
system  (the  ASC  conversion  factor  is 
multiplied  by  the  relative  payment 
weights  calculated  for  many  ASC 
services  in  order  to  establish  payment 
rates).  That  is,  application  of  the  ASC 
conversion  factor  was  designed  to  result 
in  aggregate  Medicare  expenditures 
under  the  revised  ASC  payment  system 
in  CY  2008  equal  to  aggregate  Medicare 
expenditures  that  would  have  occurred 
in  CY  2008  in  the  absence  of  the  revised 
system,  taking  into  consideration  the 
cap  on  ASC  payments  in  CY  2007  as 
required  under  section  1833(i)(2)(E)  of 
the  Act  (72  FR  42522). 

We  note  that  we  consider  the  term 
“expenditures”  in  the  context  of  the 
budget  neutrality  requirement  under 
section  1833(i)(2)(D)(ii)  of  the  Act  to 
mean  expenditures  from  the  Medicare 
Part  B  Trust  Fund.  We  do  not  consider 
expenditures  to  include  beneficiary 
coinsurance  and  copayments.  This 
distinction  was  important  for  the  CY 
2008  ASC  budget  neutrality  model  that 
considered  payments  across  hospital 
outpatient,  ASC,  and  MPFS  payment 
systems.  However,  because  coinsurance 
is  almost  always  20  percent  for  ASC 
services,  this  interpretation  of 
expenditures  has  minimal  impact  for 
subsequent  budget  neutrality 
adjustments  calculated  within  the 
revised  ASC  payment  system. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66857 
through  66658),  we  set  out  a  step-by- 
step  illustration  of  the  final  budget 
neutrality  adjustment  calculation  based 
on  the  methodology  finalized  in  the 
August  2,  2007  final  rule  (72  FR  42521 


through  42531)  and  as  applied  to 
updated  data  available  for  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period.  The  application  of  that 
methodology  to  the  data  available  for 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  resulted  in  a  budget 
neutrality  adjustment  of  0.65. 

For  CY  2008,  we  adopted  the  OPPS 
relative  payment  weights  as  the  ASC 
relative  payment  weights  for  most 
services  and,  consistent  with  the  final 
policy,  we  calculated  the  CY  2008  ASC 
payment  rates  by  multiplying  the  ASC 
relative  payment  weights  by  the  final 
CY  2008  ASC  conversion  factor  of 
$41,401.  For  covered  office-based 
surgical  procedures  and  covered 
ancillary  radiology  services,  the 
established  policy  is  to  set  the  relative 
payment  weights  so  that  the  national 
unadjusted  ASC  payment  rate  does  not 
exceed  the  MPFS  unadjusted  non¬ 
facility  PE  RVU  amount.  Further,  as 
discussed  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66841  through  66843),  we  also  adopted 
alternative  ratesetting  methodologies  for 
specific  types  of  services  (for  example, 
device-intensive  procedures). 

As  discussed  in  the  August  2,  2007 
final  rule  (72  FR  42518)  and  as  codified 
under  §  416.172(c)  of  the  regulations, 
the  revised  ASC  payment  system 
accounts  for  geographic  wage  variation 
when  calculating  individual  ASC 
payments  by  applying  the  pre-floor  and 
pre-reclassified  hospital  wage  indices  to 
the  labor-related  share,  which  is  50 
percent  of  the  ASC  payment  amount. 
Beginning  in  CY  2008,  CMS  accounted 
for  geographic  wage  variation  in  labor 
cost  when  calculating  individual  ASC 
payments  by  applying  the  pre-floor  and 
pre-reclassified  hospital  wage  index 
values  that  CMS  calculates  for  payment, 
using  updated  Core-Based  Statistical 
Areas  (CBSAs)  issued  by  the  Office  of 
Management  and  Budget  in  June  2003. 
The  reclassification  provision  provided 
at  section  1886(d)(10)  of  the  Act  is 
specific  to  hospitals.  We  believe  the  use 
of  the  most  recent  available  raw  pre¬ 
floor  and  pre-reclassified  hospital  wage 
indices  results  in  the  most  appropriate 
adjustment  to  the  labor  portion  of  ASC 
costs.  In  addition,  use  of  the  unadjusted 
hospital  wage  data  avoids  further 
reductions  in  certain  rural  statewide 
wage  index  values  that  result  from 
reclassiiication.  We  continue  to  believe 
that  the  unadjusted  hospital  wage 
indices,  which  are  updated  yearly  and 
cire  used  by  many  other  Medicare 
payment  systems,  appropriately  account 
for  geographic  variation  in  labor  costs 
for  ASCs. 

We  noted  that  in  certain  instances 
there  might  be  urban  or  rural  areas  for 
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which  there  is  no  IPPS  hospital  whose 
wage  index  data  would  be  used  to  set 
the  wage  index  for  that  area.  For  these 
areas,  our  policy  has  been  to  use  the 
average  of  the  wage  indices  for  CBSAs 
(or  metropolitan  divisions  as  applicable) 
that  are  contiguous  to  the  area  that  has 
no  wage  index  (where  “contiguous”  is 
defined  as  sharing  a  border).  We  have 
applied  a  proxy  wage  index  based  on 
this  methodology  to  ASCs  located  in 
CBSA  2.5980  Hinesville-Fort  Stewart, 

GA,  and  CBSA  22  Rural  Massachusetts. 
For  CY  2011,  we  have  identified  another 
area,  specifically,  CBSA  11340 
Anderson,  SC  for  which  there  is  no  IPPS 
hospital  whose  wage  index  data  would 
be  used  to  set  the  wage  index  for  that 
area.  Generally,  we  would  use  the 
methodology  described  above;  however 
in  this  situation  all  of  the  areas 
contiguous  to  CBSA  11340  Anderson, 

SC  are  rural.  Therefore,  for  this  type  of 
unique  situation,  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46358),  we 
proposed  to  set  the  ASC  wage  index  by 
calculating  the  average  of  all  wage 
indices  for  urban  areas  in  the  State.  In 
other  situations,  where  there  are  no 
IPPS  hospitals  located  in  a  relevant 
labor  market  area,  we  would  continue 
our  current  policy  of  calculating  an 
urban  or  rural  area’s  wage  index  by  ' 
calculating  the  average  of  the  wage 
indices  for  CBSAs  (or  metropolitan 
divisions  where  applicable)  that  are 
contiguous  to  the  area  with  no  wage 
index. 

Comment:  Several  commehters 
recommended  that  CMS  adopt  for  the 
ASC  payment  system  the  same  wage 
index  values  used  for  hospital  payment 
under  the  OPPS.  They  believe  that 
applying  different  wage  indices  in  the 
ASC  payment  system  than  are  used  in 
the  OPPS  is  inequitable  because,  in 
many  market  areas,  ASCs  compete 
directly  with  hospitals  for  employees 
with  skills  and  functions  that  are 
applicable  in  both  settings.  The 
commenters  also  argued  that  applying 
different  wage  index  values  for  ASCs 
and  hospitals  causes  rates  between  the 
two  systems  to  diverge  at  the  local  level, 
and  that  using  the  pre-floor  and  pre¬ 
reclassified  hospital  wage  indices  for 
ASCs  is  inconsistent  with  the  principle 
of  aligning  the  OPPS  and  ASC  payment 
systems.  They  asserted  that  the  ASC 
payment  system  is  subordinate  to  the 
OPPS — the  ASC  conversion  factor 
having  been  derived  from  the  OPPS 
conversion  factor  and  the  OPPS  relative 
weights  being  the  annual  starting  point 
for  ASC  relative  weights — and  thus 
policies  applicable  under  the  OPPS 
should  apply  to  the  ASC  setting. 

The  commenters  believed  that,  in  all 
but  a  few  instances,  the  adjusted  wage 


index  values  used  in  the  OPPS  would  be 
higher  than  the  current  wage  index 
values  used  in  the  ASC  payment  system. 
Specifically,  the  commenters  believe  the 
adjustments  that  are  applied  to  the  wage 
indices  used  in  the  OPPS  system  also 
should  be  applied  to  the  ASC  wage 
indices.  The  adjustments  that 
commenters  requested  be  applied  to  the 
wage  index  values  used  in  the  ASC 
payment  system  are:  Application  of  the 
“frontier  States”  wage  index  floor  of  1.0 
for  providers  in  Montana,  Nevada, 
Wyoming,  North  Dakota,  and  South 
Dakota;  an  imputed  statewide  rural 
wage  index  for  States  with  no  counties  • 
outside  of  an  urban  area;  a  mechanism 
to  prevent  urban  areas  from  having 
indices  below  the  statewide  rural  wage 
index;  a  mechanism  to  prevent  the  wage 
index  of  urban  areas  that  cross  State 
lines  from  falling  below  the  State- 
specific  rural  floor;  and  an  adjustment 
for  counties  where  a  significant 
proportion  pf  residents'  commute  to 
other  counties  for  work. 

Response:  As  we  have  stated  in  the 
past  (74  FR  60625),  we  continue  to 
believe  that  the  unadjusted  hospital 
wage  indices,  which  are  updated  yearly 
and  are  used  by  almost  all  Medicare 
payment  systems,  appropriately  account 
for  geographic  variance  in  labor  costs  for 
ASCs.  The  post-reclassification  wage 
indices  for  hospitals  that  fall  under  * 
section  1886(d)  of  the  Act  (“section 
1886(d)  hospitals”)  include  many 
statutory  adjustments  specific  to  section 
1886(d)  hospitals  and  some  regulatory 
adjustments  for  section  1886(d) 
hospitals  including,  but  not  limited  to, 
the  areas  requested  by  commenters: 
application  of  the  “frontier  States”  wage 
index  floor  of  1.0  for  providers  in 
Montana,  Nevada,  Wyoming,  North 
Dakota,  and  South  Dakota;  an  imputed 
Statewide  rural  wage  index  for  States 
with  no  counties  outside  of  an  urban 
area;  a  “rural  floor”  mechanism  to 
prevent  urban  areas  from  having  indices 
below  the  Statewide  rural  wage  index; 
a  mechanism  to  prevent  the  wage  index 
of  urban  areas  that  cross  State  lines  from 
falling  below  the  State-specific  rural 
floor;  and  an  adjustment  for  bounties 
where  a  significant  proportion  of 
residents  commute  to  other  counties. 
Because  many  of  these  adjustments  are 
specified  in  statute  for  section  1886(d) 
hospitals,  we  believe  it  is  appropriate  to 
apply  these  adjustments  only  to  section 
1886(d)  hospitals.  The  OPPS  adopts  the 
post-reclassification  wage  indices 
(adjusted  hospital  wage  indices)  because 
the  majority  of  participating  hospitals 
are  section  1886(d)  hospitals  and,  in 
these  hospitals,  the  exact  same 
personnel  staff  the  ancillary 


departments  of  the  hospital  that 
simultaneously  treat  both  inpatients  and 
outpatients.  For  payment  systems  for 
other  providers  and  suppliers  for  which 
there  is  no  specific  statutory  provision 
for  adjustments  to  the  wage  index 
values,  we  calculate  and  apply 
unadjusted  hospital  wage  indices  that 
reflect  the  reported  cost  of  hospital  labor  - 
in  each  area.  Specifically,  we  use  some 
form  of  the  unadjusted  hospital  wage 
indices  to  pay  long-term  care, 
psychiatric,  and  inpatient  rehabilitation 
hospitals  for  inpatient  care,  as  well  as 
skilled  nursing  facilities,  hospice 
programs,  home  health  agencies,  and 
ESRD  facilities.  Historically,  we  have 
only  applied  the  adjusted,  post- 
reclassification  hospital  wage  indices  to 
pay  section  1886(d)  hospitals  for  both 
inpatient  and  outpatient  services  for  the 
reasons  noted  above.  It  is  our  policy  to 
treat  ASCs  as  we  do  all  other  providers 
and  suppliers  using  hospital  wage  index 
values. 

Further,  adopting  the  post¬ 
reclassification  hospital  wage  indices 
with  rural  floor  and  associated 
statewide  budget  neutrality  adjustment 
would  not  increase  overall  ASC 
payment  because  we  apply  a  budget 
neutrality  adjustment  for  changes  in  the 
wage  indices  to  the  conversion  factor. 
Therefore,  any  anticipated  increases  in 
aggregate  ASC  payment  created  by 
adopting  the  post-reclassification  wage 
indices  would  lead  to  a  comparable 
downward  adjustment  to  the  conversion 
factor  to  ensure  that  the  only  increase  in 
payments  to  ASCs  are  those  allowed  by 
the  update  factor.  We  discuss  our 
budget  neutrality  adjustment  for 
changes  to  the  wage  indices  below  in 
section  XV.H.2.b.  of  this  final  rule  with 
comment  period. 

After  consideration  of  the  public 
comments  we  received,  we  are 
continuing  our  established  policy  to 
account  for  geographic  wage  variation  in 
labor  cost  when  calculating  individual 
ASC  payments  by  applying  the  pre-floor 
and  pre-reclassified  hospital  wage  index 
values  that  CMS  calculates  for  payment, 
using  updated  CBSAs.  We  also  are 
implementing  our  proposal,  without 
modification,  to  set  the  ASC  wage  index 
by  calculating  the  average  of  all  wage 
indices  for  urban  areas  in  the  State 
when  all  contiguous  areas  to  a  CBSA  are 
rural  and  there  is  no  IPPS  hospital 
whose  wage  index  data  could  be  used  to 
set  the  wage  index  for  that  area. 

2.  Calculation  of  the  ASC  Payment  Rates 

a.  Updating  the  ASC  Relative  Payment 
Weights  for  CY  2011  and  Future  Years 

We  update  the  ASC  relative  payment 
weights  each  year  using  the  national 
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OPPS  relative  payment  weights  (and 
MPFS  non-facility  PE  RVU  amounts,  as 
applicable)  for  that  same  calendaj-  year 
and  uniformly  scale  the  ASC  relative 
payment  weights  for  each  update  year  to 
make  them  budget  neutral  (72  FR  42531 
through  42532).  Consistent  with  our 
established  policy,  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46358), 
we  proposed  to  scale  the  CY  2011 
relative  payment  weights  for  ASCs 
according  to  the  following  method. 
Holding  ASC  utilization  and  the  mix  of 
services  constant  from  CY  2008  for  CY 
2011,  we  proposed  to  compare  the  total 
payment  weight  using  the  CY  2010  ASC 
relative  payment  weights  under  the  75/ 
25  blend  (of  the  CY  2007  payment  rate 
and  the  ASC  payment  rate  calculated 
under  the  ASC  standard  methodology) 
with  the  total  payment  weight  using  the 
CY  2011  ASC  relative  payment  weights 
(calculated  under  the  ASC  standard 
ratesetting  methodology)  to  take  into 
account  the  changes  in  the  OPPS 
relative  payment  weights  between  CY 
2010  and  CY  2011.  We  would  use  the 
ratio  of  CY  2010  to  CY  2011  total 
payment  weight  (the  weight  scaler)  to 
scale  the  ASC  relative  payment  weights 
for  CY  2011.  The  proposed  CY  2011 
ASC  scaler  was  0.9090  (75  FR  46358) 
and  scaling  would  apply  to  the  ASC 
relative  payment  weights  of  the  covered 
surgical  procedures  and  covered 
ancillary  radiology  services  for  which 
the  ASC  payment  rates  are  based  on 
OPPS  relative  payment  weights. 

Scaling  would  not  apply  in  the  case 
of  ASC  payment  for  separately  payable 
covered  ancillary  services  that  have  a 
predetermined  national  payment 
amount  (that  is,  their  national  ASC 
payment  amounts  are  hot  based  on 
OPPS  relative  payment  weights),  such 
as  drugs  and  biologicals  that  are 
separately  paid  or  services  that  are 
contractor-priced  or  paid  at  reasonable 
cost  in  ASCs.  Any  service  with  a 
predetermined  national  payment 
amount  would  be  included  in  the  ASC 
budget  neutrality  comparison,  but 
scaling  of  the  ASC  relative  payment 
weights  would  not  apply  to  those 
ser\'ices.  The  ASC  payment  weights  for 
those  services  without  predetermined 
national  payment  amounts  (that  is, 
those  services  with  national  payment 
amounts  that  would  be  based  on  OPPS 
relative  payment  weights  if  a  payment 
limitation  did  not  apply)  would  be 
scaled  to  eliminate  any  difference  in  the 
total  payment  weight  between  the 
current  year  and  the  update  year. 

For  any  given  year's  ratesetting,  we 
typically  use  the  most  recent  fidl 
calendar  year  of  claims  data  to  model 
budget  neutrality  adjustments.  At  the 
time  of  the  proposed  rule,  we  had 


available  98  percent  of  CY  2009  ASC 
claims  data.  For  this  final  rule  with 
comment  period,  we  have 
approximately  99  percent  of  all  ASC 
claims  data  for  CY  2009. 

To  create  an  analytic  file  to  support 
calculation  of  the  vyeight  scaler  and 
budget  neutrality  adjustment  for  the 
wage  index  (discussed  below),  we 
summarized  available  CY  2009  ASC 
claims  by  provider  and  by  HCPCS  code. 
We  created  a  unique  supplier  identifier 
solely  for  the  purpose  of  identifying 
unique  ASCs  within  the  CY  2009  claims 
data.  We  used  the  supplier  zip  code 
reported  on  the  claim  to  associate  State, 
county,  and  CBSA  with  each  ASC.  This 
file,  available  to  the  public  as  a 
supporting  datafile  for  the  proposed 
rule,  is  posted  on  the  CMS  Web  site  at; 
http://www.cms.gov/ASCPayment/ 
OljOverview.aspttTopOfPage. 

Comment:  Many  commenters  again 
expressed  their  opposition  to. scaling  the 
ASC  relative  payment  weights.  Many,  of 
the  commenters  on  the  CY  2011  OPPS/ 
ASC  proposed  rule  offered  the  same 
views  as  the  public  commenters  on  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  and  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period,  the  year  when  CMS  first  applied 
the  scaling  policy  that  was  finalized  in 
the  August  2,  2007  final  rule.  The 
commenters  expressed  many  concerns, 
including  that  scaling  is  contrary  to  the 
intent  of  using  the  cost-based  OPPS 
relative  payment  weights  as  the  basis  for 
determining  the  relative  payments  for 
the  same  services  in  ASCs  and  that 
scaling  would  continue  to  erode  the 
payment  relationship  between  the  OPPS 
and  ASC  payment  system.  They  asserted 
that,  although  scaling  is  intended  to 
maintain  budget  neutrality  within  the 
ASC  payment  system,  it  is  instead 
creating  increasingly  large  payment 
differentials  between  the  ASC  and  OPPS 
payments  for  the  same  services  without 
evidence  of  growing  differences  in 
capital  and  operating  costs  between  the 
two  settings,  and  depriving  ASCs  of  real 
increases  in  the  relative  costs  of 
procedures.  The  commenters  believed 
that  the  CY  2011  OPPS  relative  payment 
weights  reflected  real  growth  in  the 
relative  costs  of  surgical  services 
provided  in  HOPDs  and  that  the  ASC 
scaler  should  not  reclaim  dollars  from 
the  ASC  payment  system  because  there 
also  has  been  real  cost  growth  for  the 
surgical  services  provided  in  ASCs,  The 
commenters  argued  that  only  the 
difference  in  the  conversion  factor 
should  drive  differences  in  the  payment 
for  ASC  and  HOPD  services  from  year 
to  year,  and  that  because  CMS  bases  the 
ASC  payment  system  on  the  OPPS 


relative  weights,  the  weights  should  be 
the  same  in  both  payment  systems. 

The  commenters  also  pointed  out  that 
while  CMS  has  suggested  that  scaling  of 
the  relative  weights  is  a  design  element 
that  will  protect  ASCs  from  changes  in 
the  OPPS  relative  weights  that  could 
significantly  decrease  payments  for 
certain  procedures,  the  trend  in  the 
OPPS  relative  weights  suggests  that  the 
scaling  factor  for  ASCs  will  rarely  result 
in  an  increase  in  ASC  relative  weights. 
According  to  the  commenters,  ASCs 
would  have  received  a  negative 
adjustment  to  their  weights  in  seven  of 
the  last  nine  years,  indicating  that  the 
application  of  scaling  in  the  ASC  setting 
will  continue  to  hurt,  rather  than 
protect,  ASCs  in  the  future.  The 
commenters  estimated  that  scaling  of 
the  ASC  relative  payment  weights  will 
reduce  ASC  weights  by  9  percent  in  CY 
2011. 

The  commenters  argued  that  CMS  is 
not  required  to  scale  the  ASC  relative 
weights  and  that  it  should  use  its 
authority  to  suspend  the  application  of 
scaling  the  ASC  relative  weights  for  CY 
2011.  They  noted  that  the  regulations 
establishing  the  revised  ASC  payment 
system  give  CMS  the  flexibility  to  scale 
“as  needed.”  In  addition,  some 
Ctommenters  stated  that  Congress 
imposed  a  budget  neutrality 
requirement  on  the  ASC  payment 
system  only  during  the  CY  2008 
implementation  year,  and  that  CMS  is 
under  no  legal  obligation  to  continue  to 
apply  a  scaling  factor. 

■The  commenters  also  expressed  their 
continuing  disagreement  with  aspects  of 
the  budget  neutrality  adjustment  . 
methodology  used  by  CMS  to  establish 
the  conversion  factor.  Specifically,  they 
stated  that  CMS  estimated  that  ASCs 
would  grow  significantly  in  the  volume 
and  diversity  of  services  offered. 
According  to  the  commenters,  in 
addition  to  overestimating  volume 
growth,  CMS  likewise  overestimated  the 
level  and  distribution  of  spending.  They 
provided  2008  and  2009  spending  data 
and  indicated  that  volume  has  grown  at 
the  lowest  rate  in  program  hi.story  and 
that  the  diversity  of  services  provided  is 
largely  unchanged.  They  believe  that 
these  findings  provide  a  further  basis  for 
CMS  not  to  scale  the  ASC  relative 
payment  weights  for  CY  2011  after  the 
weights  are  scaled  under  the  OPPS. 

Response:  Many  of  these  comments 
are  similar  to  public  comments  on  the 
proposal  for  tbe  revised  ASC  payment 
svstem  that  we  responded  to  in  the 
August  2,  2007  final  rule  (72  FR  42531 
through  42533).  For  example,  with 
regard  to  scaling,  we  addressed  these 
same  concerns  raised  by  commenters 
that  annual  rescaling  would  cause 
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divergence  of  the  relative  weights 
between  the  OPPS  and  the  revised  ASC 
payment  system  for  individual 
procedures  in  the  August  2,  2007  final 
rule  (72  FR  42532).  We  refer  the 
commenters  to  that  discussion  for  our 
detailed  response  in  promulgating  the 
scaling  policy  that  was  initially  applied 
in  CY  2009  (72  FR  42531  through 
42533). 

As  we  have  stated  in  the  past  (74  FR 
60627),  the  ASC  weight  scaling 
methodology  is  entirely  consistent  with 
the  OPPS  methodology  for  scaling  the 
relative  payment  weights  and,  for  the 
most  part,  the  increasing  payment 
differentials  between  the  ASC  and  OPPS 
payments  for  the  same  services  are  not 
attributable  to  scaling  ASC  relative 
payment  weights.  Considerations  of 
differences  between  the  capital  and 
operating  costs  of  ASCs  and  HOPDs  are 
not  part  of  the  ASC  standard  ratesetting 
methodology,  which  relies  only  on 
maintaining  the  same  relativity  of 
payments  for  services  under  the  two 
payment  systems,  as  well  as  budget 
neutrality  within  each  payment  system. 
Furthermore,  unlike  HOPDs,  we  do  not 
have  information  about  the  costs  of  ASC 
services  in  order  to  assess  differences  in 
capital  and  operating  costs  over  time 
between  the  two  settings.  In  order  to 
maintain  budget  neutrality  of  the  ASC 
payment  system,  we  need  to  adjust  for 
the  effects  of  changes  in  relative 
weights.  The  ASC  payment  system 
adopts  the  OPPS  relative  weights  as  the 
mechanism  for  apportioning  total 
payments,  after  application  of  the 
update  factor,  among  all  of  the  services 
covered  by  the  ASC  payment  system. 

The  OPPS  relative  weights  serve  the 
same  purpose  in  the  OPPS.  The  OPPS 
relative  weights  do  not  represent  an 
estimate  of  absolute  cost  of  any  given 
procedure;  rather,  they  reflect  our 
estimate  of  the  cost  of  the  procedure 
within  the  context  of  our  cost  estimation 
methodology  for  the  OPPS.  With  the 
exception  of  services  with  a 
predetermined  national  payment 
amount,  the  use  of  a  uniform  scaling 
factor  for  changes  in  total  weight 
between  years  in  the  ASC  payment 
system  does  not  alter  the  relativity  of 
the  OPPS  payment  weights  as  used  in 
the  ASC  payment  system.  Differences  in 
the  relativity  between  the  ASC  relative 
payment  weights  and  the  OPPS  relative 
payment  weights  are  not  driven  by  the 
application  of  the  uniform  scaling 
factor.  The  ASC  weight  scaling 
methodology  is  entirely  consistent  with 
the  OPPS  weight  scaling  methodology 
and  the  weights  serve  the  same  purpose 
in  both  systems,  to  apportion  total 


budget  neutral  payment  allowed  under  . 
the  update. 

We  do  not  agree  with  commenters’ 
assertion  that  we  should  alter  or 
eliminate  the  scaling  methodology 
because  the  scaling  factor  will  rarely 
result  in  an  increase  in  ASC  relative 
weights,  therefore  continuing  to  hurt 
rather  than  protect  ASCs  in  the  future. 

As  we  stated  in  the  August  2,  2007  final 
rule  (72  FR  42532),  aggregate  payments 
to  ASCs  could,  in  the  absence  of 
rescaling,  be  affected  by  changes  in  the 
cost  structure  of  HOPDs  that  ought  to  be 
relevant  only  under  the  OPPS.  A  sudden 
increase  in  the  costs  of  hospital 
outpatient  emergency  department  or 
clinical  visits  due,  for  instance,  to  an 
increase  in  the  volume  of  cases,  would 
have  the  effect  of  increasing  the  weights 
for  these  services  relative  to  the  weights 
for  surgical  procedures  in  the  hospital 
outpatient  setting.  In  the  absence  of 
scaling  the  ASC  payment  weights,  this 
change  in  the  relative  weights  under  the 
OPPS  would  result  in  a  decrease  in  the 
relative  weights  for  surgical  procedures 
under  the  ASC  payment  system,  and, 
therefore,  a  decrease  in  aggregate  ASC  _ 
payments  for  these  same  procedures. 

We  continue  to  believe  that  changes  in 
relative  weights  each  year  under  the 
OPPS  should  not,  in  and  of  themselves, 
cause  aggregate  payments  under  the 
revised  ASC  payment  system  to  increase 
or  decrease.  It  is  important  to  note  that 
the  specific  adjustment  factor  applied  in 
the  scaling  process  could  be  positive  or 
negative  in  any  particular  year;  the  fact 
that  the  scaler  has  not  resulted  in  an 
increase  to  the  ASC  payment  weights  iri 
any  given  year  or  series  of  years  does 
not  mean  the  same  trend  will  continue, 
nor  does  it  mean  that  the  principle  of 
preventing  the  ASC  payment  weights 
from  being  affected  by  fluctuations  in 
the  OPPS  payment  weights  is  inherently 
flawed. 

As  stated  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68754),  with  respect  to  the  use  of  “as 
needed”  in  the  text  of  §  416.171(e)(2) 
that  commenters  have  interpreted  to 
mean  that  CMS  has  the  authority  to 
suspend  scaling  the  relative  payment 
weights  if  it  determines  there  is  not  a 
need  to  do-  so,  the  phrase  does  not  mean 
that  CMS  will  determine  whether  or  not 
to  adjust  for  budget  neutrality.  Rather,  it 
means  that  CMS  adjusts  the  relative 
payment  weights  as  needed  to  ensure 
budget  neutrality.  Therefore,  we  do  not 
agree  with  the  commenters’  assertion 
that  we  are  under  no  legal  obligation  to 
continue  to  apply  a  scaling  factor.  If  we 
were  not  to  scale  the  ASC  relative 
payment  weights,  we  estimate  that  the 
CY  2011  revisions  would  not  be  budget 
neutral. 


We  agree  that  there  are  differences 
between  the  service  volume  estimates 
CMS  used  to  establish  budget  neutrality 
based  on  CY  2006  claims  data  and  those 
reflected  in  the  CY  2009  claims  data.  In 
the  final  regulations  implementing  the 
revised  ASC  payment  system,  we  made 
our  best  actuarial  estimate  to  ensure 
budget  neutrality.  We  did  not  intend  to 
revisit  the  actuarial  budget  neutrality 
regardless  of  whether  it  could  be 
determined  that  there  was  a  difference 
between  actual  experience  and  our 
underlying  data  assumptions  and 
regardless  of  whether  or  not  any 
difference  that  could  be  determined 
resulted  in  increased  or  decreased 
expenditures  under  the  revised  ASC 
payment  system. 

E.stablishing  budget  neutrality  under 
the  OPPS  does  not  result  in  budget 
neutrality  under  the  revised  ASC 
payment  system;  it  is  only  to  maintain 
budget  neutrality  under  the  OPPS- 
Scaling  the  ASC  relative  payment 
weights  is  an  integral  and  separate 
process  for  maintaining  budget 
neutrality  under  the  ASC  prospective 
payment  system.  Scaling  is  the  budget 
neutrality  adjustment  that  ensures  that 
changes  in  the  relative  weights  do  not. 
in  and  of  themselves,  change  aggregate 
payment  to  ASCs.  It  ensures  a  specific 
amount  of  payment  for  ASCs  in  any 
given  year.  Without  scaling,  total  ASC 
payment  could  increase  or  decrease 
relative  to  changes  in  hospital 
outpatient  payment. 

VVe  do  not  agree  with  the  commenters’ 
assertion  that  the  ASC  scaler  should  not 
reclaim  dollars  from  the  ASC  payment 
system  because,  according  to  the 
commenters,  there  also  has  been  real 
cost  growth  for  the  surgical  services 
provided  in  ASCs.  Although  the 
commenters  believe  that  scaling 
prevents  increases  in  ASC  spending  that 
may  be  appropriate  because  ASC  costs 
have  increased  over  time,  increases  in 
cost  in  a  prospective  payment  system 
are  handled  by  the  update  factor.  In  a 
budget  neutral  system,  we  remove  the 
independent  effects  of  increases  or 
decreases  in  payments  as  a  result  of 
changes  in  the  relative  payment  weights 
or  the  wage  indices  and  constrain 
increases  to  the  allowed  update  factor. 
Therefore,  changes  in  aggregate  ASC 
expenditures  related  to  payment  rates 
should  be  determined  by  the  update  to 
the  ASC  conversion  factor,  the  CPI-U. 

For  this  final  rule  with  comment 
period,  we  used  our  proposed 
methodology  described  above  to 
calculate  the  scaler  adjustment  using 
updated  ASC  claims’data.  The  final  CY 
2011  scaler  adjustment  for  the  first  fully 
implemented  year  of  the  revised  ASC 
payment  system  is  0.9238.  This  scaler 
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adjustment  is  necessary  to  budget 
neutralize  the  difference  in  aggregate 
ASC  payments  calculated  using  the  CY 

2010  ASC  transitional  (75/25  blend) 
relative  payment  weights  and  the  CY 

2011  fully  implemented  relative 
payment  weights.  We  calculated  the 
difference  in  aggregate  payments  due  to 
the  change  in  relative  payment  weights 
(including  drugs  and  biologicals) 
holding  constant  the  ASC  conversion 
factor,  the  most  recent  CY  2009  ASC 
utilization  from  our  claims  data,  and  the 
CY  2010  wage  index  values.  For  this 
final  CY  2011  calculation,  we  used  the 
CY  2010  ASC  conversion  factor  updated 
by  the  CY  2011  CPI-U,  which  is 
estimated  as  1.5  percent,  less  the 
multifactor  productivity  adjustment  of 
1.3  percent,  as  discussed  in  section 
XV.H.2.h.  of  this  final  rule  with 
comment  period. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  our  CY  2010  ASC  relative 
payment  weight  scaling  methodology, 
without  modification.  The  final  CY  2011 
ASC  payment  weight  scaler  is  0.9238. 

b.  Updating  the  ASC  Conversion  Factor 

Under  the  OPPS,  we  typically  apply 
a  budget  neutrality  adjustment  for 
provider  level  changes,  most  notably  a 
change  in  the  wage  index  values  for  the 
upcoming  year,  to  the  conversion  factor. 
Consistent  with  our  final  ASC  payment 
policy,  for  the  CY  2011  ASC  payment 
system,  in  the  CY  2011  OPPS/ASC 
proposed  rule  (75  FR  46358),  we 
proposed  to  calculate  and  apply  the  pre¬ 
floor  and  pre-reclassified  hospital  wage 
indices  that  are  used  for  ASC  payment 
adjustment  to  the  ASC  conversion 
factor,  just  as  the  OPPS  wage  index 
adjustment  is  calculated  and  applied  to 
the  OPPS  conversion  factor  (73  FR 
41539).  For  CY  2011,  we  calculated  this 
proposed  adjustment  for  the  ASC 
payment  system  by  using  the  most 
recent  CY  2009  claims  data  available 
and  estimating  the  difference  in  total 
payment  that  would  be  created  by 
introducing  the  CY  2011  pre-floor  and 
pre-reclassified  hospital  wage  indices, 
Specifically,  holding  CY  2009  ASC 
utilization  and  service-mix  and  CY  2010 
national  payment  rates  after  application 
of  the  weight  scaler  constant,  we 
calculated  the  total  adjusted  payment 
using  the  CY  2011  pre-floor  and  pre- 
reclassified  hospital  wage  indices  and 


.the  total  adjusted  payment  using  the 
proposed  CY  2011  pre-floor  and  pre- 
reclassified  hospital  wage  indices.  We 
used  the  50-percent  labor-related  share 
for  both  total  adjusted  payment 
calculations.  We  then  compared  the 
total  adjusted  payment  calculated  with 
the  CY  2010  pre-floor  and  pre- 
reclassified  hospital  wage  indices  to  the 
total  adjusted  payment  calculated  with 
the  proposed  CY  2011  pre-floor  and  pre- 
reclassified  hospital  wage  indices  and 
applied  the  resulting  ratio  of  1.0006  (the 
proposed  CY  2011  ASC  wage  index 
budget  neutrality  adjustment)  to  the  CY 
2010  ASC  conversion  factor  to  calculate 
the  proposed  CY  2011  ASC  conversion 
factor. 

Section  1833(i)(2)(C)(i)  of  the  Act 
requires  that,  if  the  Secretary  has  not 
updated  the  ASC  payment  amounts  in  a 
calendar  year,  the  payment  amounts 
“shall  be  increased  by  the  percentage 
increase  in  the  Consumer  Price  Index 
for  all  urban  consumers  (U.S;  city 
average)  as  estimated  by  Ihe  Secretary 
for  the  12-month  period  ending  with  the 
midpoint  of  the  year  involved.”  Because 
the  Secretary  does  update  the  ASC 
payment  amounts  annually,  we  adopted 
a  policy,  which  we  codified  at 
§  416.171(a)(2)(ii),  to  update  the  ASC 
conversion  factor  using  the  CPI-U  for 
CY  2010  and  subsequent  calendar  years. 
Therefore,  the  annual  update  to  the  ASC 
payment  system  is  the  CPI-U  (referred 
to  as  the  CPI-U  update  factor).  Section 
3401  (k)  of  the  Affordable  Care  Act 
amends  section  1833(i)(2)(D)  of  the  Act 
by  adding  a  new  clause  (v)  which 
requires  that  “any  annual  update  under 
[the  ASC  payment]  system  for  the  year 
[after  application  of  any  reduction  in 
any  update  for  failure  to  report  on 
quality  measures,  if  the  Secretary 
implements  a  quality  reporting  program 
for  ASCs]  shall  be  reduced  by  the 
productivity  adjustment  described  in 
section  1886(b)(3)(B)(xi)(II)”  (which  we 
refer  to  as  the  MFP  adjustment)  effective 
with  the  calendar  year  beginning 
January  1,  2011.  Section  3401  (k)  of  the 
Affordable  Care  Act  states  that 
application  of  the  MFP  adjustment  to 
the  ASC  payment  system  may  result  in 
the  update  to  the  ASC  payment  system 
being  less  than  zero  for  a  year  and  may 
result  in  payment  rates  under  the  ASC 
payment  system  for  a  year  being  less 
than  such  payment  rates  for  the 
preceding  year.  In  the  CY  2011  OPPS/ 


ASC  proposed  rule  (75  FR  46359),  we 
proposed  to  revise  §  416.160  and 
§  416.171  to  reflect  this  provision  of  the 
Affordable  Care  Act. 

In  accordance  with  section 
1833(i)(2)(C)(i)  of  the  Act,  before 
applying  the  MFP  adjustment,  the 
Secretary  first  determines  the 
“percentage  increase”  in  the  CPI-U, 
which  we  interpret  cannot  be  a  negative 
number.  Thus,  in  the  instance  where  the 
percentage  change  in  the  CPI-U  for  a 
year  is  negative,  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46359),  we 
proposed  to  hold  the  CPI-U  update 
factor  for  the  ASC  payment  system  to 
zero.  Section  1833(i)(2)(D)(v)  of  the  Act, 
as  added  by  section  3401  (k)  of  the 
Affordable  Care  Act,  then  requires  that 
the  Secretary  reduce  the  CPI-U  update 
factor  (which  would  be  held  to  zero  if 
the  CPI-U  percentage  change  is 
negative)  by  the  MFP  adjustment,  and 
states  that  application  of  the  MFP 
adjustment  may  reduce  this  percentage 
change  below  zero.  If  the  application  of 
the  MFP  adjustment  to  the  CPI-U 
percentage  increase  would  result  in  a 
MFP -adjusted  CPI-U  update  factor  that 
is  less  than  zero,  then  the  annual  update 
to  the  ASC  payment  rates  would  be 
•  negative  and  payments  would  decrease 
relative  to  the  prior  year. 

Table  54  in  the  CY  2011  OPPS/ASC 
prpposed  rule  (75  FR  46359),  set  out 
again  as  Table  65  below,  provides 
illustrative  examples  of  how  the  MFP 
adjustment  would  be  applied  to  the  ASC 
payment  system.  These  examples  show 
the  implication  of  a  positive  CPI-U 
update  factor  with  a  small  MFP 
adjustment,  a  positive  CPI-U  update 
factor  with  a  large  MFP  adjustment,  and 
a  CPI-U  update  factor  of  zero.  We 
discussed  in  greater  detail  the 
methodology  for  calculating  the  MFP 
adjustment  for  the  ASC  payment  system 
and  the  other  payment  systems  affected 
by  the  MFP  adjustment  (found  in 
section  1886(b)(3)(B)(xi)(II)  of  the  Act, 
as  added  by  section  3401(a)  of  the 
Affordable  Care  Act),  in  the  CY  2011 
MPFS  proposed  rule.  We  stated  that 
comments  on  the  specific  mathematical 
calculation  of  the  MFP  adjustment 
should  be  made  to  that  proposed  rule, 
while  comments  on  the  application  of 
the  MFP  adjustment  to  the  CPI-U 
update  factor  under  the  ASC  payment 
system  should  be  made  to  the  CY  2011 
OPPS/ASC  proposed  rule. 
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Table  65— Multifactor  Productivity  Adjusted  Payment  Update;  Illustrative  Examples 


1 

CPI-U  ! 

(percent)  i 

MFP  j 

Adjustment 
(percent) 

MFP— Ad¬ 
justed  CPI-U 
update  factor 
(percent) 

4.0  . 

1  3 

2  7 

4.0  . 

4  7 

0  7 

0.0 . 

0.2 

L  no 

Note: 


Numbers  may  not  sum  due  to  rounding. 


In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46359),  for  the  12-month 
period  ending  with  the  midpoint  of  CY 
2011,  the  Secretary  estimated  that  the 
CPI-U  is  1.6  percent.  The  Secretary 
estimated  that  the  MFP  adjustment  is 
1.6  percent.  As  discussed  in  the  CY 
2011  MPFS  proposed  rule,  we  proposed 
to  reduce  the  CPI-U  of  1.6  percent  by 
the  MFP  adjustment  specific  to  this 
CPI-U,  resulting  in  an  MFP-adjusted 
CPI-U  update  factor  of  0  percent. 
Therefore,  we  proposed  to  apply  to  the 
ASC  conversion  factor  a  0  percent  MFP- 
adjusted  update. 

For  CY  2011,  we  also  proposed  to 
adjust  the  CY  2010  ASC  conversion 
factor  ($41,873)  by  the  wage  adjustment 
for  budget  neutrality  of  1.0006  in 
addition  to  the  MFP-adjusted  update 
factor  of  zero  discussed  above,  which 
resulted  in  a  proposed  CY  2011  ASC 
conversion  factor  of  $41,898. 

Comment:  As  in  prior  years,  many 
commenters  requested  that  CMS  adopt 
the  hospital  market  basket  to  update  the 
ASC  payment  system.  They  explained 
that  not  only  is  the  CPI-U  lower  than 
the  hospital  market  basket  but  it  is  not 
appropriate  for  updating  health  care 
providers  because,  unlike  the  hospital 
market  basket  which  analyzes  hospital 
spending,  the  CPI-U  is  designed  to 
capture  household  spending.  The 
commenters  stated  that,  in  the  most 
recent  years,  the  CPI-U  has  been 
dominated  by  energy  and  housing  costs 
rather  than  heakhcare  provider 
spending,  and  that  the  goods  and 
services  provided  by  ASCs  are  very 
similar  to  those  provided  by  hospitals. 
Further,  the  commenters  stated  CMS 
uses  different  proxies  for  price  increases 
for  most  of  the  categories  of  goods  and 
services  in  the  market  basket,  and 
provided  the  example  of  the  hospital 
market  basket  being  assigned  a 
combined  weight  of  2.84  percent  to  food 
products,  while  the  CPI-U  assigns  a 
weight  of  14.914  percent  to  all  food  and 
beverages.  According  to  commenters, 
the  disparity  in  weights  illustrates  the 
inherently  different  cost  pressures  faced 
by  the  typical  U.S.  household  and  the 
hospital  sector.  The  commenters  also 
argued  that  the  CPI-U  is  a  poor  proxy 


of  ASC  cost  inflation,  noting  that  the 
CPI-U  has  faced  criticism  from 
independent  researchers  and 
economists,  who  indicate,  according  to  • 
the  commenters,  that  the  CPI-U 
consistently  underestimates  the  rate  of 
inflation.  One  commenter  noted  that 
several  sources  forecast  different  CPI-U 
rates,  suggesting  that  it  does  not  make 
sense  to  use  the  CPI-U  as  the  ASC 
update  factor.  The  commenters  argued 
that  the  difference  between  the  ASC  and 
OPPS  conversion  factors  is  not  due  to 
real  differences  in  the  growth  of  costs  of 
goods  and  services  furnished  by  ASCs 
and  HOPDs  and  should  not  be 
perpetuated  if  the  ASC  payment  system 
is  to  remain  tied  to  the  OPPS.  The 
commenters  asserted  that  CMS  has  the 
authority  to  use  an  alternative  update 
mechanism,  and  believe  CMS  should 
adopt  the  hospital  market  basket  as  the 
update  for  the  ASC  payment  system. 

The  commenters  stated  that  adopting 
the  hospital  market  basket  would 
minimize  the  divergence  in  CY  2011 
payment  between  the  ASC  payment 
,  system  and  the  OPPS  and  prevent  the 
update  from  causing  further  divergence 
when  the  productivity  adjustment  is 
applied  to  both  settings  in  the  future. 

As  mentioned  previously  in  section 
XV.G.  of  this  final  rule  with  comment 
period,  MedPAC  commented  that  ASCs 
should  be  required  to  submit  cost  and 
quality  data,  concurrent  with  a  0.6 
percent  increase  in  ASC  payment  rates 
for  CY  2011,  arguing  that  ASC  cost  data 
are  needed  to  examine  whether  an 
existing  input  price  index  is  an 
appropriate  proxy  for  the  costs  of  ASCs 
or  whether  an  ASC-specific  market 
basket  should  be  developed. 

Response.;  We  understand  the 
commenters’  concerns  regarding  the 
update  to  the  conversion  factor  for  CY 
2011,  but  note  that  we  did  not  propose 
to  change  the  conversion  factor  update 
methodology.  We  refer  readers  to  the 
discussion  in  the  August  2,  2007  final 
rule  on  this  issue  (72  FR  42518  through 
42519). 

After  consideration  of  the  public 
comments  we  received,  we  are  generally 
applying  our  established  methodology 
for  determining  the  final  CY  2011  ASC 


conversion  factor.  However,  the  . 
methodology  for  determining  the 
conversion  factor  now  includes  the  MFP 
adjustment  and  we  are  finalizing  the 
methodology  for  applying  the  MFP 
adjustment  to  the  CPI-U  update  factor 
as  proposed  and  discussed  above.  (In 
the  CY  2011  MPFS  final  rule  with 
comment  period,  we  responded  to 
public  comments  and  finalized  the 
methodology  for  calculating  the  MFP 
adjustment.  For  CY  2011,  the  MFP 
adjustment  is  1.3  percent.)  Using  more 
complete  CY  2009  data  for  this  final  rule 
with  comment  period  than  was 
available,  for  the  proposed  rule,  we 
calculated  a  wage  index  budget 
neutrality  adjustment  of  0.9996.  Based 
on  updated  data,  the  CPI-U  for  the  12- 
month  period  ending  with  the  midpoint 
of  CY  2011  is  now  estimated  to  be  1.5 
percent,  while  the  MFP  adjustment  is 
1.3  percent,  resulting  in  an  MFP- 
adjusted  CPI  update  factor  of  0.2 
percent.  The  final  ASC  conversion 
factor  of  $41,939  is  the  product  of  the 
CY  2010  conversion  factor  of  $41,873 
multiplied  by  the  wage  index  budget 
neutrality  adjustment  of  0.9996  and  the 
MFP-adjusted  CPI-U  payment  update  of 
0.2  percent.  We  note  that  we  have 
factored  into  our  budget  neutrality 
calculations  the  price  change  resulting 
from  the  expiration  of  the  current 
NTIOL  class  in  February  2011,  as 
discussed  in  section  XV.E.  of  this  final 
rule  with  comment  period.  As  a  result 
of  the  expiration  of  this  NTIOL  class, 
the  $50  add-on  payment  will  no  longer 
apply  in  CY  2011  after  February.  We 
also  note  that  we  have  not  factored  in 
the  budget  neutrality  calculations 
increased  spending  for  the  new  pass¬ 
through  device  category  described  by 
HCPCS  code  Cl  749,  because  it  is 
unclear  how  quickly  this  new 
technology  will  be  adopted  by  ASCs. 

We  will  closely  monitor  utilization  of 
this  device  and  the  financial  impact 
during  CY  2011  in  order  to  propose  any 
appropriate  budget  neutrality 
adjustment  for  CY  2012. 

We  also  are  finalizing  our  proposal,  ■ 
without  modification,  to  revise 
§  416.160  and  §  416.171  of  the 
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the  Affordable  Care  Act. 

3.  Display  of  CY  2011  ASC  Payment 
Rates 

Addenda  AA  and  BB  to  this  CY  2011 
final  rule  with  comment  period  display 
the  updated  ASC  payment  rates  for  CY 
2011  for  cov^ed  surgical  procedures 
and  covered  ancillary  services, 
respectively.  These  addenda  contain 
several  types  of  information  related  to 
the  CY  2011  payment  rates.  Specifically, 
in  Addendum  AA,  a  “Y”  in  the  column 
titled  “Subject  to  Multiple  Procedure 
«.  Discounting”  indicates  that  the  surgical 
procedure  will  be  subject  to  the 
multiple  procedure  payment  reduction 
policy.  As  discussed  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66829  through  66830), 
most  covered  surgical  procedures  are 
subject  to  a  50-percent  reduction  in  the 
ASC  payment  for  the  lower-paying 
procedure  when  more  than  one 
procedure  is  performed  in  a  single 
operative  session.  Display  of  the 
comment  indicator  “CH”  in  the  column 
titled  “Comment  Indicator”  indicates  a 
change  in  payment  policy  for  the  item 
or  service,  including  identifying 
discontinued  HCPCS  codes,  designating 
items  or  services  newly  payable  under 
the  ASC  payment  system,  and 
identifying  items  or  services  with 
changes  in  the  ASC  payment  indicator 
for  CY  2011.  Display  of  the  comment 
indicator  “NI”  in  the  column  titled 
“Comment  Indicator”  indicates  that  the 
code  is  new  (or  substantially  revised) 
and  that  the  payment  indicator 
assignment  is  an  interim  assignment 
that  is  open  to  comment  on  the  final 
rule  with  comment  period. 

The  values  displayed  in  the  column 
titled  “CY  2011  Payment  Weight”  are  the 
relative  payment  weights  for  each  of  the 
listed  services  for  CY  2011.  The 
payment  weights  for  all  covered  surgical 
procedures  and  covered  ancillary 
services  whose  ASC  payment  rates  are 
based  on  OPPS  relative  payment 
weights  are  scaled  for  budget  neutrality. 
Thus,  scaling  was  not  applied  to  the 
device  portion  of  the  device  intensive 
procedures,  services  that  are  paid  at  the 
MPFS  nonfacility  PE  RVU  amount, 
separately  payable  covered  ancillary 
services  that  have  a  predetermined 
national  payment  amount,  such  as  drugs 
and  biologicals  that  are  separately  paid 
under  the  OPPS,  or  services  that  are 
contractor-priced  or  paid  at  reasonable 
cost  in  ASCs. 

To  derive  the  CY  2011  payment  rate 
displayed  in  the  “CY  2011  Payment” 
column,  each  ASC  payment  weight  in 
the  “CY  2011  Payment  Weight”  column 
is  multiplied  by  the  CY  2011  conversion 


includes  a  budget  neutrality  adjustment 
for  changes  in  the  wage  index  values 
and  the  CPI-U  update  factor  as  reduced 
by  the  productivity  adjustment  (as 
discussed  in  section  XV.H.2.b.  of  this 
final  rule  with  comment  period). 

In  Addendum  BB,  there  are  no 
relative  payment  weights  displayed  in 
the  “CY  2011  Payment  Weight”  column 
for  items  and  services  with 
predetermined  national  payment 
amounts,  such  as  separately  payable 
drugs  and  biologicals.  The  “CY  2011 
Payment”  column  displays  the  CY  2011 
national  unadjusted  ASC  payment  rates 
for  all  items  and  services.  The  CY  2011 
ASC  payment  rates  listed  in  Addendum 
AA  for  separately  payable  drugs  and 
biologicals  are  based  on  ASP  data  used 
for  payment  in  physicians’  offices  in 
October  2010. 

We  did  not  receive  any  public 
comments  regarding  the  continuation  of 
our  policy  to  provide  CY  2011  ASC 
payment  information  as  detailed  in 
Addenda  AA  and  BB.  Therefore, 

Addenda  AA  and  BB  to  this  final  rule 
with  comment  period  display  the 
updated  ASC  payment  rates  for  CY  2011 
for  covered  surgical  procedures  and 
covered  ancillary  services,  respectively, 
and  provide  additional  information 
related  to  the  CY  2011  rates. 

XVI.  Reporting  Quality  Data  for  Annual 
Payment  Rate  Updates 

A.  Background 

1.  Overview 

CMS  has  implemented  quality 
measure  reporting  programs  for  multiple 
settings  of  care.  These  programs 
promote  higher  quality,  more  efficient 
health  care  for  Medicare  beneficiaries. 
The  quality  data  reporting  program  for 
hospital  outpatient  care,  known  as  the 
Hospital  Outpatient  Quality  Data 
Reporting  Program  (HOP  QDRP),  has 
been  generally  modeled  after  the  quality 
data  reporting  program  for  hospital 
inpatient  services  (referred  to  as  the 
Reporting  Hospital  Quality  Data  for 
Annual  Payment  Update  (RHQDAPU) 
program  in  the  proposed  rule  and  now 
referred  to  as  the  Hospital  Inpatient 
Quality  Reporting  Program).  Both  of 
these  quality  reporting  programs  for 
hospital  services,  as  well  as  the  program 
for  physicians  and  other  eligible 
professionals,  known  as  the  Physician 
Quality  Reporting  Initiative  (PQRI), 
have  financial  incentives  for  the 
reporting  of  quality  data  to  CMS.  CMS 
also  has  implemented  quality  reporting 
programs  for  home  health  agencies  and 
skilled  nursing  facilities  that  are  based 
on  conditions  of  participation,  and  an 
end-stage  renal  disease  quality  reporting 


coverage. 

2.  Hospital  Outpatient  Quality  Data 
Reporting  Under  Section  109(a)  of 
MIEA-TRHCA 

Section  109(a)  of  the  MIEA-TRHCA 
(Pub.  L.  109-432)  amended  section 
1833(t)  of  the  Act  by  adding  a  new 
paragraph  (17)  which  affects  the  annual 
payment  update  factor  applicable  to 
OPPS  payments  for  services  furnished 
by  hospitals  in  outpatient  settings  on  or 
after  January  i,  2009.  Section 
1833(t)(17)(A)  of  the  Act  states  that 
subsection  (d)  hospitals  (as  defined 
under  section  1886(d)(1)(B)  of  the  Act) 
that  fail  to  report  data  required  for  the 
quality  measures  selected  by  the 
Secretary  in  the  form  and  manner 
required  by  the  Secretary  under  section 
1833(t)(17)(B)  of  the  Act  will  incur  a  2.0 
percentage  point  reduction  to  their 
annual  payment  update  factor.  Section 
1833(t)(17)(B)  of  the  Act  requires  that 
hospitals  submit  quality  data  in  a  form 
and  manner,  and  at  a  time,  that  the 
Secretary  specifies.  Section 
1833(t)(17)(A)(ii)  of  the  Act  specifies 
that  any  reduction  would  apply  only  to 
the  payment  year  involved  and  would 
not  be  taken  into  account  in  computing 
the  applicable  annual  payment  update 
factor  for  a  subsequent  payment  year. 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
(including  medication  errors)  furnished 
by  hospitals  in  outpatient  settings,  that 
these  measures  reflect  consensus  among 
affected  parties  and,  to  the  extent 
feasible  and  practicable,  that  these 
measures  include  measures  set  forth  by 
one  or  more  national  consensus 
building  entities.  The  National  Quality 
Forum  (NQF)  is  a  voluntary  consensus 
standard  setting  organization  that  is 
composed  of  a  diverse  representation  of 
consumer,  purchaser,  provider, 
academic,  clinical,  and  Other  health  care 
stakeholder  organizations.  NQF  was 
established  to  standardize  health  care 
quality  measurement  and  reporting 
through  its  consensus  development 
process.  We  generally  prefer  to  adopt 
NQF-endorsed  measures  for  CMS 
quality  reporting  programs.  However, 
we  believe  that  consensus  among 
affected  parties  also  can  be  reflected  by 
other  means,  including:  Consensus 
achieved  during  the  measure 
development  process;  consensus  shown 
through  broad  acceptance  and  use  of 
measures;  and  consensus  through  publft; 
comment.  We  also  note  that  section 
1833(t)(17)  of  the  Act  does  not  require 
that  each  measure  we  adopt  for  the  HOP 
QDRP  be  endorsed  by  a  national 


Federal  Register/ Vol.  75^  No.  226 / Wednesday,  November  24,  2010 /Rules  and  Regulations  72065 


consensus  building  entity,  or  by  the 
NQF  specifically. 

Section  1833W(17)(CKii)  of  the  Act 
allows  the  Secretary  to  “[select] 
measures  that  are  the  same  as  (or  a 
subset  of)  the  measures  for  which  data 
are  required  to  be  submitted  under 
section  1886(bK3)(B)(viii)”  of  the  Act 
(the  Hospital  Inpatient  Quality 
Reporting  Program).  As  we  stated  in  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68758  through 
68759),  we  do  not  believe  that  we 
should,  without  further  analysis,  adopt 
the  Hospital  Inpatient  Quality  Reporting 
Program  measures  as  the  measures  for 
the  HOP  QDRP.  We  continue  to  believe 
that  it  is  most  appropriate  and  desirable 
to  adopt  measures  that  specifically 
apply  to  the  hospital  outpatient  setting 
for  the  HOP  QDRP. 

Section  1833(t)(17)(D)  of  the  Act  gives 
the  Secretary  the  authority  to  replace 
measures  or  indicators  as  appropriate, 
such  as  when  all  hospitals  are 
effectively  in  compliance  or  when  the 
measures  or  indicators  have  been 
subsequently  shown  not  to  represent  the 
best  clinical  practice.  Section 
1833(t)(17)(E)  of  the  Act  requires  the 
Secretary  to' establish  procedures  for 
making  data  submitted  under  the  HOP 
QDRP  available  to  the  public.  Such 
procedures  include  providing  hospitals 
with  the  opportunity  to  review  their 
data  before  these  data  are  released  to  the 
public. 

Comment:  A  few  commenters 
appreciated  CMS’s  acknowledgement  of 
the  consensus-based  process  and 
supported  CMS’s  movement  toward  a 
consistent  goal  in  using  consensus- 
based  measures  that  are  endorsed  by  the 
NQF  or  other  entities.  Some 
commenters  recommended  that  CMS 
only  adopt  measures  that  are  NQF- 
endorsed  and  HQA-adopted  in  order  to 
maintain  consistency  in  the  selection 
processes  for  quality  measures  across 
physician  and  hospital  services. 
Commenters  encouraged  CMS  to 
continue  to  work  with  the  NQF  to 
harmonize  measures  and  measure 
specifications.  Commenters  believed 
that  both  the  HQA  and  the  NQF  can 
help  to  identify  and  prioritize  measures 
that  have  an  important  linkage  to 
improved  clinical  outcomes  with 
minimal  unintended  consequences. 
Many  commenters  indicated  that  they 
prefer  that  measures  adopted  for  the 
HOF  QDRP  go  through  the  rigorous, 
consensus-based  assessrnent  processes 
of  both  the  NQF  and  HQA.  Other 
commenters  indicated  that  although  a 
consensus-based  process  may  have  been 
used  by  CMS  to  develop  measures,  that 
process  is  not  parallel  to  the  rigorous 
process  that  precedes  an  NQF 


endorsement  or  an  HQA  adoption  of  a 
measure.  One  commenter  was  very 
pleased  that  all  of  the  measures  that 
were  conditionally  approved  by  the 
HQA  Principals  in  March  2010  are  being 
considered  for  future  implementation. 

Response:  We  thank  the  commenters 
for  their  support  and  suggestions. 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  “develop 
measures  that  the  Secretary  determines 
to  be  appropriate  for  the  measurement 
of  the  quality  of  care  (including 
medication  errors)  furnished  by 
hospitals  in  outpatient  settings  and  that 
reflect  consensus  among  affected  parties 
and,  to  the  extent  feasible  and 
practicable,  shall  include  measures  set 
forth  by  one  or  more  national  consensus 
building  entities.”  This  provision  does 
not  require  that  the  measures  we  adopt 
for  the  HOP  QDRP  be  endorsed  by  any 
particular  entity,  and  we  believe  that 
consensus  among  affected  parties  can  he 
achieved  by  means  other  than 
endorsement  by  a  national  consensus 
building  entity,  including  through  the 
measure  development  process,  through 
broad  acceptance  and  use  oflhe 
measure(s),  and  through  public 
comment.  Nevertheless,  we  have  stated 
on  numerous  occasions  that  we  prefer  to 
adopt  quality  measures  that  have  been 
endorsed  by  the  NQF  because  the  NQF 
uses  a  formal  consensus  development 
process  and  has  been  recognized  as  a 
voluntary  consensus  standards-setting 
organization  as  defined  by  the  National 
Technology  Transfer  and  Advancement 
Act  of  1995  (NTTAA)  and  Office  of 
Management  and  Budget  Circular  A  119 
{see  http:// mtvw. quali ty forum. org/ 
Measuring_Performance/ 
Consensus_DeveIopment_Process.aspx). 
Moreover,  when  we  propose  and  adopt 
quality  measures,  we  take  into 
consideration  the  measures  adopted  by 
the  HQA  as  well  as  an  array  of  input 
from  the  public.  The  HQA  is  a  public- 
private  collaboration  that  works  to 
improve  the  quality  of  care  provided  by 
the  nation’s  hospitals  by  measuring  and 
publicly  reporting  on  that  care.  We 
appreciate  HQA’s  integral  efforts  to- 
improve  hospital  quality  of  care  by 
supporting  our  public  reporting 
programs. 

Comment:  One  commenter  applauded 
the  decision  to  not  automatically  adopt 
the  Hospital  Inpatient  Quality  Reporting 
Program  measures  for  the  HOP  QDRP 
without  analysis  for  appropriateness. 
One  commenter  stated  that  some  of  the 
proposed  chart-abstracted  measures  for 
CYs  2012  and  2013  are  found  in  both 
the  Hospital  Inpatient  Quality  Reporting 
Program  and  the  HOP  QDRP  and 
requested  limiting  the  implementation 


to  either  the  hospital  inpatient  or 
outpatient  setting  only. 

Response:  We  thank  the  commenters 
for  the  support  and  recommendations. 
Some  of  the  inpatient  quality  measures 
(for  example.  Aspirin  at  Arrival  for  AMI 
patients.  Timing  of  Antibiotic 
Prophylaxis  for  Surgical  Patients,  and 
Antibiotic  Selection  for  Surgical 
Patients)  are  also  appropriate  for  the 
hospital  outpatient  setting  because  they 
address  important  care  processes  that 
are  provided  in  both  settings  and  allow 
us  to  compare  the  quality  of  care  a 
patient  is  receiving  in  both  settings. 
However,  we  continue  to  believe  that  it 
is  also  appropriate  and  desirable  to 
adopt  for  the  HOP  QDRP  measures  that 
have  been  specifically  developed  for 
application  only  in  the  hospital 
outpatient  setting  because  hospital 
outpatient  settings  present  unique 
challenges  in  the  operational  and 
clinical  aspects  of  care  (for  example, 
differences  in  the  types  of  interventions, 
treatments,  services  and  clinical  level  of 
care). 

Comment:  One  commenter  urged 
CMS  to  consider  in  its  measure 
selection  process  for  the  HOP  QDRP 
whether  valid  clinical  studies  support 
the  use  of  the  measure. 

Response:  In  section  XVI. B.l.  of  the 
proposed  rule  and  this  final  rule  with 
comment  period,  we  describe  the 
considerations  we  take  into  account 
when  selecting  measures  to  add  to  the 
HOP  QDRP  measure  set.  As  part  of  this 
process,  we  review  current  science  and 
clinical  guidelines  to  determine  whether 
the  measure  is  appropriate  for  data 
collection  under  the  HOP  QDRP. 

3.  ASC  Quality  Data  Reporting  Under 
Section  109(bj  of  MIEA-TRHCA 

Section  109(b)  of  the  MIEA-TRHCA 
amended  section  1833(i)  of  the  Act  by 
redesignating  clause  (iv)  as  clause  (v) 
and  adding  new  clause  (iv)  to  paragraph 
(2)(D)  and  by  adding  new  paragraph  (7). 
Section  1833(i)(2)(D)(iv)  of  the  Act 
authorizes,  but  does  not  require,  the 
Secretary  to  implement  the  revised  ASC 
payment  system  “so  as  to  provide  for  a 
reduction  in  any  annual  update  for 
failure  to  report  on  quality  measures” 
beginning  with  payment  for  ASC 
services  furnished  on  or  after  January  1, 
2009. 

Section  1833(i)(7)(A)  of  the  Act  states 
that  the  Secretary  may  provide  that  any 
ASC  that  fails  to  report  data  required  for 
the  quality  measures  selected  by  the 
Secretary  in  the  form  and  manner 
required  by  the  Secretary  under  section 
1833(i)(7)  of  the  Act  will  incur  a 
reduction  in  any  annual  payment 
update  of  2.0  percentage  points.  Section 
1833(i)(7)(A)  of  the  Act  also  specifies 
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that  a  reduction  for  one  year  cannot  be 
taken  into  account  in  computing  the 
annual  ASC  payment  update  for  a 
subsequent  year. 

Section  1833(i)(7)(B)  of  the  Act 
provides  that,  “[e]xcept  as  the  Secretary 
may  otherwise  provide,”  the  hospital 
outpatient  quality  data  provisions  of 
subparagraphs  (B)  through  (E)  of  section 
1833(t)(17)  of  the  Act,  summarized 
above,  shall  apply  to  ASCs  in  a  similar 
manner  to  the  manner  in  which  they 
apply  under  these  paragraphs  to 
hospitals  under  the  HOP  QDRP.  We  did 
not  implement  an  ASC  quality  reporting 
program  for  CY  2008  (72  FR  66875),  for 
CY  2009  (73  FR  68780),  or  for  CY  2010 
(74  FR  60656). 

We  refer  readers  to  section  XVI.F.  of 
this  final  rule  with  comment  period  for 
further  discussion  of  ASC  quality  data 
reporting. 

4.  HOP  QDRP  Quality  Measures  for  the 
CY  2009  Payment  Determination 

For  the  CY  2009  annual  payment 
update,  we  required  HOP  QDRP 
reporting  using  seven  quality 
measures — five  Emergency  Department 
(ED)  Acute  Myocardial  Infarction  (AMI) 
Cardiac  Care  measures  and  two  Surgical 
Care  measures.  These  measures  address 
care  provided  to  a  large  number  of  adult 
patients  in  hospital  outpatient  settings 
across  a  diverse  set  of  conditions,  and 
were  selected  for  the  initial  set  of  HOP 
QDRP  measures  based  on  their 
relevance  as  a  set  to  all  HOPDs. 

Specifically,  fop  hospitals  to  receive 
their  full  OPPS  annual  payment  update 
for  services  furnished  in  CY  2009,  in  the 
CY  2008  OPPS/ ASC  final  rule  with 
comment  period  (72  FR  66865  and 
66871),  we  required  that  subsection  (d) 
hospitals  paid  under  the  OPPS  submit 
data  on  the  following  seven  measures 
for  hospital  outpatient  services 
furnished  on  or  after  April  1,  2008:  (1) 
ED-AMI-1:  Aspirin  at  Arrival;  (2)  ED- 
AMI-2:  Median  Time  to'Fibrinolysis;  (3) 
ED-AMI-3:  Fibrinolytic  Therapy 
Received  within  30  Minutes  of  Arrival; 
(4)  ED-AMI— 4:  Median  Time  to 
Electrocardiogram  (ECG);  (5)  ED-AMI- 
5:  Median  Time  to  Transfer  for  Primary 
PCI;  (6)  PQRI  #20:  Surgical  Care — 
Timing  of  Antibiotic  Prophylaxis;  and 
(7)  PQRI  #21:  Surgical  Care — Selection 
of  Antibiotic. 

5.  HOP  QDRP  Quality  Measures  for  the 
CY  2010  Payment  Determination 

For  the  CY  2010  payment  update,  we 
required  continued  submission  of  data 
on  the  existing  seven  measures 
discussed  above  (73  FR  68761),  and 
adopted  four  new  imaging  measures  (73 
FR  68766).  For  CY  2010,  we  also 
changed  the  measure  designations  for 


the  existing  seven  measures  to  an  “OP- 
#”  format.  For  example,  the  designations 
of  ED-AMI-2  and  ED-AMI-3  were 
changed  to  OP-1  and  OP-2  so  that  the 
eleven  measures  for  the  CY  2010 
payment  update  were  designated  as  OP- 
1  through  OP-11.  This  change  allowed 
us  to  maintain  a  consistent  sequential 
designation  system  that  we  could 
expand  as  we  add  additional  measures. 

The  four  imaging  measures  that  we 
adopted  beginning  with  the  CY  2010 
payment  determination  (OP-8:  MRI 
Lumbar  Spine  for  Low  Back  Pain,  OP- 
9:  Mammography  Follow-up  Rates,  OP- 
10:  Abdomen  CT — Use  of  Contrast 
Material,  and  OP-ll:  Thorax  CT — Use 
of  Contrast  Material)  are  claims-based 
measures  that  CMS  will  calculate  using 
Medicare  Part  B  claims  data  without 
imposing  upon  hospitals  the  burden  of 
additional  chart  abstraction.  For 
purposes  of  the  CY  2010  payment 
determination,  we  calculated  these 
measures  using  CY  2008  Medicare 
administrative  claims  data. 

In  the  CY  2009JDPPS/ASC  proposed 
rule,  OP-10  had  two  submeasures 
listed:  OP-lDa:  CT  Abdomen — Use  of 
contrast  material  excluding  calculi  of 
the  kidneys,  ureter,  and/or  urinary  tract, 
and  OP-lOb:  CT  Aljdomen — Use  of 
contrast  material  for  diagnosis  of  calculi 
in  the  kidneys,  ureter,  and  or  urinary 
tract.  In  the  CY  2009  OPPS/ ASC  final 
rule  with  comment  period  (73  FR 
68766),  we  finalized  OP-10  (previously 
known  as  OP-lOa):  Abdomen  CT — Use 
of  Contrast  Material.  In  the  CY  2010 
OPPS/ ASC  proposed  rule  and  final  rule 
with  comment  period  (74  FR  35396  and 
60631,  respectively),  we  clarified  that 
we  are  calculating  OP-10  excluding 
patients  with  impaired  renal  functions 
because  they  are  not  candidates  for  an 
abdominal  CT  with  contrast.  This 
exclusion  is  described  in  greater  detail 
in  the  Specifications  Manual  for 
Hospital  Outpatient  Department  Quality 
Measures  (HOPD  Specifications 
Manual)  located  at  the  QualityNet  Web 
site  [http://www.QuaIityNet.org). 

The  complete  set  of  11  measures  that 
we  used  for  the  CY  2010  payment 
determination  is  listed  at  73  FR  68766. 

6.  HOP  QDRP  Quality  Measures, 
Technical  Specification  Updates,  and 
Data  Publication  for  the  CY  2011 
Payment  Determination 

a.  Quality  Measures 

For  the  CY  2011  payment 
determination,  we  required  hospitals  to 
continue  to  submit  data  on  the  existing 
11  HOP  QDRP  measures.  These 
measures  continue  to  address  areas  of 
clinical  importance  regarding  the 
quality  of  care  provided  in  HOPDs,  and 


reflect  consensus  among  affected 
parties.  Seven  of  these  11  measures  are 
chart-abstracted  measurdi  in  two  areas 
of  importance  that  are  also  measured  for 
the  inpatient  setting — AMI  cardiac  care 
and  surgical  care.  The  remaining  four 
measures  address  imaging  efficiency  in 
HOPDs. 

For  the  CY  2011  payment 
determination,  we  did  not  add  any  new 
HOP  QDRP  measures.  We  indicated  our 
sensitivity  to  the  burden  upon  HOPDs 
associated  with  chart  abstraction  and 
stated  that  we  seek  to  minimize  the 
collection  burden  associated  with 
quality  measurement.  We  also  stated 
that  we  will  continue  to  assess  whether 
we  can  collect  data  on  additional 
quality  measures  through  mechanisms 
other  than  chart  abstraction,  such  as 
from  Medicare  administrative  claims 
data  and  EHRs. 

The  complete  set  of  11  measures  that 
will  be  used  for  the  CY  2011  payment 
determination  is  listed  at  74  FR  60637. 

Comment:  One  commenter  expressed 
appreciation  for  CMS’s  sensitivity  to  the 
burden  associated  with  chart  abstraction 
and  CMS’s  desire  to  minimize  the 
collection  burden  associated  with 
quality  reporting  by  not  proposing  new 
measures  for  the  CY  2011  payment 
determination.  Another  commenter 
believed  it  is  inappropriate  to  use 
measures  based  solely  on  claims  data 
without  the  use  of  clinical  records.  This 
commenter  was  concerned  that  claims 
data  may  not  portray  an  accurate  picture 
of  the  care  provided  to  a  patient. 

Response:  We  thank  the  commenter 
for  the  support  of  our  efforts  to 
minimize  the  data  collection  burden 
under  the  HOP  QDRP.  We  intend  to 
limit  the  burden  associated  vyith  chart 
abstraction  by  proposing  in  the  future  to 
adopt  measures  for  the  HOP  QDRP  for 
which  data  can  be  collected  via  EHRs. 
We  disagree  that  measures  for  which 
data  are  collected  via  Medicare  FFS 
claims  cannot  provide  an  accurate 
picture  of  hospital  quality.  We  believe 
that  claims  data  are  an  appropriate 
source  of  data  for  the  HOP  QDRP.  We 
also  note  that  the  NQF  has  endorsed 
many  evidence-based  quality  measures 
that  are  calculated  using  claims  and 
other  adniinistrative  data.  Furthermore, 
the  use  of  claims-based  measures 
reduces  the  burden  on  hospitals 
associated  with  chart  abstraction. 

We  also  received  specific  comments, 
discussed  below,  on  tbe  measures  we 
proposed  to  use  for  the  CY  2011 
payment  determination. 
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•  OP-3:  Median  Time  To  Transfer  to 
Another  Facility  for  Acute  Coronary 
Intervention 

Comment:  One  commenter 
recommended  that  CMS  consider 
measuring  the  overall  median  time  to 
PCI  in  transferred  patients  since  this 
captures  the  entire  process  of  care  and 
will  encourage  collaboration  between 
transferring  and  receiving  ST-segment 
elevation  myocardial  infarction  (STEMI) 
centers. 

Response:  We  thank  the  commenter 
for  this  suggestion.  The  current  OP-3 
measure  assesses  the  quality  of  care 
provided  at  the  initial  (transferring) 
facility  rather  than  at  both  the 
transferring  and  receiving  facility.  Thus, 
this  measure  focuses  on  how  long  a 
patient  spent  at  hospital  outpatient 
department  from  the  time  of  he/she 
arrived  to  the  time  he/she  departed, 
which  is  an  important  component  of  the 
total  time  to  reperfusion  (reperfusion  in 
acute  myocardial  infarction  is  the 
process  by  which  blocked  arteries  are 
opened  to  restore  blood  flow  to  the 
tissues).  A  modification  to  the  measure 
as  suggested  would  not  currently  be 
feasible  to  implement  as  it  would 
require  capturing  information  from 
medical  records  at  two  separate 
facilities.  However,  in  the  future,  we 
may  consider  linking  the  required  data 
collection  on  the  transfer  of  patients  for 
PCI  including  arrival  time  at  the 
transferring  hospital  and  PCI  time  at  the 
receiving  hospital. 

•  OP-4:  Aspirin  at  Arrival  &  OP-5: 
Median  Time  to  ECG 

Comment:  One  commenter  noted  that 
the  OP-4:  , Aspirin  at  Arrival  measure 
has  the  potential  to  become  “topped 
out”  as  the  program  matures.  The 
commenter  encouraged  CMS  to  work 
with  the  measure  developer  to 
determine  at  which  point  it  may  be 
appropriate  for  this  measure  to  be 
retired.  One  commenter  requested  that 
CMS  consider  adding  patient  exclusion 
criteria  to  the  OP-4  and  OP-5  AMI/ 
Chest  Pain  measures  (ASA  at  arrival  and 
Median  Time  to  EKG).  The  commenter 
noted  that  patients  with  chest  pain  Not 
Elsewhere  Glassified  (NEG)  are  not 
probable  cardiac  cases  and 
recommended  that  patients  in  the 
observation  units  should  be  excluded  as 
well. 

Response:  We  thank  the  commenters 
for  the  input  and  we  will  evaluate  the 
continued  utility  of  OP-4  over  time  as 
we  do  with  all  measures  that  we  have 
adopted  for  the  HOP  QDRP.  We  disagree 
with  the  commenter’s  suggestion  that 
we  exclude  patients  with  chest  pain 
NEG  in  the  measure  population  because 


the  diagnosis  codes  assigned  after 
evaluation  of  the  patient  may  not  reflect 
the  unknown  nature  of  chest  pain  when 
a  patient  initially  presents  at  the  ED. 
However,  patients  are  excluded  from  the 
measure  population  if  there  is  sufficient 
documentation  that  the  focus  of  care 
was  non-cardiac.  Additionally,  patients 
placed  in  observation  units  and  later 
transferred  to  a  facility  are  included  in 
the  measure  population  to  assess  how 
timely  they  are  receiving  care. 

•  OP-6:  Timing  of  Antibiotic 
Prophylaxis  &  OP-7:  Prophylactic 
Antibiotic  Selection  for  Surgical 
Patients 

Comment:  One  commenter  disagreed 
with  the  patient  inclusion  and  exclusion 
criteria  of  the  OP-6  measure  in  the  HOP 
QDRP  measure  set,  and  noted  that  it  is 
inappropriate  and  burdensome  to 
implement  the  OP-6  measure,  and 
urged  CMS  to  reassess  the  utility  of  this 
measure.  The  commenter  recommended 
replacing  the  current  OP-6  and  OP-7 
measures  with  the  “Timing  of  Antibiotic 
Prophylaxis  and  Prophylactic  Antibiotic 
Selection  for  Surgical  Patient”  measures 
developed  by  the  ASC  Quality 
Collaboration. 

One  commenter  requested  that  CMS 
consider  including  in  the  measure 
specifications  one  or  more  oral 
alternatives  to  ciprofloxacin  for 
transrectal  prostate  biopsy  antibiotic 
prophylaxis.  This  commenter  believed 
that  second  generation  oral 
cephalosporins  offer  the  adequate 
bioavailability  and  pathogen  spectrum 
in  situations  where  ciprofloxacin  may 
not  be  optimal  or  if  local  epidemiology 
indicates  that  there  is  an  increased  rate 
of  ciprofloxacin-resistant  enteric  gram¬ 
negative  pathogens  in  the  community. 
The  commenter  stated  that  third 
generation  oral  cephalosporins  would 
be  reasonable  as  well. 

One  commenter  believed  that  OP-7  is 
appropriate  only  for  physician 
reporting. 

Response:  The  OP-6  measure  is 
designed  to  assess  whether  hospital 
outpatient  departments  administer 
prophylactic  antibiotics  immediately 
before  the  surgical  incision  takes  place 
which  has  b.een  shown  to  decrease  the 
likelihood  of  surgical  site  infections, 
rather  than  hours  before  (which  has 
been  shown  to  increase  the  likelihood  of 
surgical  site  infections).  We  do  not 
believe  that  it  is  overly  burdensome  for 
hospital  outpatient  departments  to 
report  data  on  this  measure  because  the 
measure  only  applies  to  operations  for 
which  antibiotics  are  always 
recommended  in  various  clinical 
guidelines.  We  also  note  that  the  OP-6 
measure  has  been  used  in  the  inpatient 


setting  for  quality  reporting  since  July 
2006.  While  there  may  be  controversy 
about  whether  an  antibiotic  should  be 
started,  at  most,  30  minutes  before  the 
incision  is  made,  or  from  30-59  minutes 
before  the  incision  is  made,  there  is 
little  controversy  in  multiple  published 
studies  that  the  rate  of  surgical  site 
infections  increases  for  each  hour  that 
an  antibiotic  is  not  administered  before 
a  surgical  incision  is  made.  We  thank 
the  commenters  for  their  sugge.sted 
alternative  measures  and  alternative 
antibiotics  to  include  in  the  measure. 

We  believe  that  optimal  antibiotic 
prophylaxis  with  respect  to  timing  and 
selection  ensures  that  there  will  be 
adequate  concentrations  of  an 
antimicrobial  in  the  serum,  tissue,  and 
wound  while  the  incision  is  open  and, 
therefore,  affects  the  quality  of  care. 

With  respect  to  the  commenter’s 
suggestion  regarding  oral  alternatives  to 
ciprofloxacin,  we  note  that  we  have 
examined  this  issue,  including  raising  it 
with  a  technical  expert  panel  that  we 
convened  for  the  purpose  of  advising 
CMS  on  the  development  and 
maintenance  of  quality  measures.  This 
panel  is  comprised  of  interested 
stakeholders,  including  hospital 
representatives,  payers,  practitioners 
from  various  medical  specialties, 
consumers,  and  clinical,  scientific,  and 
performance  measurement  experts. 

After  examining  the  issue,  we 
concluded  that  fluoroquinolones  should 
be  the  only  oral  antibiotics  included  in 
the  measure  specifications.  The 
infections  that  occur  after  prostate 
biopsy  are  soft  tissue  infections  (not 
urinary  tract  infections)  and,  therefore, 
urinary  concentrations  of  antibiotics  are 
not  relevant.  Hospitals  may  report  their 
use  of  first  and  second  generation 
cephalosporins  under  the  measure 
specifications,  but  the  specifications  say- 
that  these  antibiotics  must  be 
administered  intravenously  as  there  are 
no  studies  of  sufficient  validity  showing 
the  efficacy  of  these  agents  orally  for 
prostate  biopsy. 

With  regard  to  the  comment  on  the 
appropriateness  of  reporting  OP-7  at 
only  a  physician  level,  we  note  that  this 
quality  measure  assesses  the  appropriate 
selection  of  antibiotics  for  patients 
having  surgery  performed  in  a  hospital 
outpatient  department  and  mirrors  the 
SGIP  Infection  2  quality  measure  that 
we  have  adopted  for  the  Hospital 
Inpatient  Quality  Reporting  program. 

We  also  note  that  the  measure  is  based 
on  published  guidelines  for  surgical 
antimicrobial  prophylaxis,  and  we 
believe  that  it  is  appropriate  for  a 
hospital  outpatient  department  to  report 
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whether  its  patients  are  receiving  care 
consistent  with  these  guidelines. 

•  Imaging  Efficiency  Measures 

We  received  the  following  comments 
on  the  imaging  efficiency  measures  that 
we  are  including  in  the  HOP  QDRP 
measure  set  for  CY  2011: 

Comment:  Many  commenters  objected 
to  our  adoption  of  the  four  imaging 
efficiency  measures  into  the  HOP  QDRP 
CY  2011  measure  set.  Many  of  these 
commenters  objected  because  none  of 
the  four  measures  have  been  adopted  by 
the  HQA  and  only  two  are  NQF- 
endorsed.  Commenters  stated  that  the 
two  non-NQF-endorsed  measures:  “OP- 
10  Use  of  Contrast:  Abdomen  CT”  and 
“OP-9  Mammography  Follow’-up  Rates” 
are  particularly  inappropriate  for  the 
HOP  QDRP  and  believed  that  they  could 
also  cause  harm  to  patients. 

Additionally,  the  commenters  noted 
that  CMS’  own  consumer  testing  of  the 
Web  site  display  of  the  imaging 
efficiency  measures  suggests  that 
healthcMe  consumers  do  not 
understand  how  to  interpret  these 
measures,  and  that  their  confusion  has 
grown  since  CMS  published  the 
measure  data  on  Hospital  Compare  in 
July  2010. 

Response:  Many  of  the  concerns 
raised  by  the  commenters  about  the 
imaging  efficiency  measures  we  adopted 
for  the  CY  2011  payment  determination 
were  also  raised  at  the  time  these 
measures  were  first  proposed  for  the  CY 
2010  payment  determination.  We 
responded  to  these  concerns  when  we 
adopted  the  measures  (73  FR  68762 
through  68766).  We  stated  that  the 
measures  meet  the  statutory 
requirement  of  reflecting  consensus 
among  affected  parties  because  of  their 
consensus-based  development,  and  that 
the  measures  address  important  patient 
safety  concerns  related  to  exposure  to 
unnecessary  radiation  and  contrast 
materials.  We  also  stated  that  the 
Secretary  is  not  required  to  limit 
measures  considered  for  HOP  QDRP 
adoption  only  to  those  adopted  by  the 
HQA  or  endorsed  by  the  NQF. 

Regarding  whether  there  is  consumer 
understanding  of  the  measures,  we 
engage  in  extensive  consumer  testing  to 
ensure  that  each  measure  is  meaningful 
to  and  understandable  by  consumers.  If 
we  are  made  aware  that  the  way  a 
measure  is  publicly  reported  is 
confusing  to  consumers,  we  work  to 
revise  the  descriptive  information  made 
available  on  the  measure.  Experience 
has  also  shown  that  as  the  public 
becomes  more  familiar  with  measure 
reporting,  their  understanding  regarding 
how  to  interpret  and  use  the 
information  improves.  Additionally,  on 


the  Hospital  Compare  Web  site,  in  the 
“Learn  more  *  *  *  ”  section  of  the 
Compare  page,  we  explain  that 
consumers  should  “Talk  with  your  . 
doctor  about  the  results  shown  here  and 
what  a  facility’s  results  mean  for  you 
and  your  care.” 

Comment:  Two  commenters  stated 
that  the  terminology  used  on  Hospital 
Compare  to  explain  the  quality  data  to 
the  public  may  be  misleading  or  have 
negative  connotations,  which  could 
have  unintended  consequences  such  as 
potentially  alarming  patients  and  the 
public.  As  an  example,  the  commenters 
stated  that  the  use  of  the  term  “double 
scan”  to  explain  OP-10  (Abdomen  CT — 
Use  of  Contrast  Material)  and  OP-11 
(Thorax  CT — Use  of  Contrast  Material) 
to  the  public  may  create  a  false 
impression  that  these  exams  are  always 
unnecessarily  duplicative.  The 
commenters  supported  these  measures 
and  believed  that  they  have  the 
potential  to  reduce  unnecessary 
imaging,  however  they  stated  that  there 
are  instances  when  combination  with 
and  without  contrast  exams  provide 
necessary  and  valuable  information 
about  abnormalities,  many  of  which  are 
cancers,  and  many  of  which  could  not  ' 
be  adequately  diagnosed  without  pre- 
and  post-contrast  scanning. 

Response:  We  recognize  the 
commenters’  concerns  and  agree  that 
the  terminology  used  on  the  Hospital 
Compare  Web  site  should  convey 
enough  information  so  that  the  public 
can  make  informed  decisions  regarding 
their  healthcares.  We  also  appreciate  the 
commenters’  drawing  particular 
attention  to  the  use  of  the  term  “double 
scan,”  and  we  will  revisit  whether  the 
use  of  this  term  on  the  Hospital 
Compare  Web  site  is  appropriate. 

We  further  agree  that  there  are 
instances  when  combination  CT  studies 
may  be  appropriate  for  the  diagnosis  of 
certain  conditions,  and  that  such  studies 
may  provide  essential  medical 
information.  The  imaging  efficiency 
measures  we  have  adopted  for  the  CY 
2011  payment  determination  use  three 
specific  CPT  codes  that  indicate  that  the 
study  is  a  combined  study:  without 
contrast,  with  contrast,  and  with  and 
without  contrast  (combined  study).  In 
developing  these  imaging  efficiency 
measures,  we  completed  an  extensive 
review  of  the  relevant  literature  and 
medical  guidelines  and  criteria,  and 
worked  closely  with  a  technical  expert 
panel  we  convened  for  the  purposes  of 
making  recommendations  regarding 
which  conditions,  for  example  certain 
cancers  in  the  case  of  CT  abdomen, 
should  be  excluded  from  the  calculation 
of  these  measures.  We  will  revisit 
whether  such  exclusions  should  be 


explained  on  the  Web  site  in  order  to 
provide  more  context  to  consumers 
about  appropriateness  of  combined 
studies  in  these  instances.  We  note  that 
on  the  Hospital  Compare  Web  site  there 
is  a  specific  link,  “Learn  more  about  the 
use  of  medical  imaging  tests  and  why 
these  measures  are  important.”  This 
section  provides  information  about  the 
use  of  contrast  material,  and  the  use  of 
studies  with  and  without  contrast.  The 
information  provided  indicates  that  for 
some  parts  of  the  body  and  some 
medical  conditions,  combination  scans 
are  appropriate.  In  addition,  where  the 
Hospital  Compare  Web  site  compares  a 
hospital’s  ratio  calculation  to  State  and 
national  averages,  as  well  as  to  the  ratio 
calculations  of  other  hospitals,  the 
purpose  is  not  to  suggest  that  we  expect 
hospitals  not  to  perform  any 
-combination  studies,  but  rather  to  make 
hospitals  that  perform  a  high  number  of 
combination  studies  aware  of  their 
outlier  imaging  patterns. 

•  OP-8:  MRI  Lumbar  Spine  for  Lower 
Back  Pain 

Comment:  One  commenter  noted  that 
the  OP-8:  MRI  Lumbar  Spine  for  Lower 
Back  Pain  measure  is  inappropriate  as  a 
hospital  outpatient  quality  measure 
because  it  is  highly  likely  that  the 
information  relating  to  services 
performed  on  a  patient  in  the  previous 
60  days  would  not  be  readily  available 
at  the  point  of  serxdce.  The  commenter 
recommended  that  the  measure  focus  on 
the  practice  of  the  ordering  physician 
and  not  on  the  facility’s  utilization  of 
imaging  services. 

Response:  Hospitals  routinely  deal 
with  patients  for  whom  they  may  not 
have  prior  history  information  readily 
available.  We  are  aware  that  there  are 
commonly  used  approaches  for 
obtaining  this  prior  history  information, 
such  as  through  the  use  of  initial  forms 
that  patients  complete  or  quick 
assessment  questions  asked  by  clinical 
staff.  For  this  reason,  we  believe  that  the 
measure  is  appropriate  in  the  hospital 
outpatient  setting. 

•  OP-9  Mammography  Follow-Up  Rates 

Comment:  Commenters  noted  that  the 
NQF  did  not  endorse  OP-9  because  of 
its  concern  that  the  reporting  of  the 
measure  will  motivate  hospitals  to 
lower  their  follow-up  rates  and,  as  a 
result,  will  lead  to  a  higher  number  of 
missed  cancers. 

Response:  We  believe  that  this 
measure  meets  the  requirement  in 
section  1833(t)(17)(C)(i)  of  the  Act  that 
the  Secretary  develop  measures 
appropriate  for  measurement  of  quality 
of  care  furnished  by  hospitals  in 
outpatient  settings  that  reflect 
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consensus  among  affected  parties,  and, 
to  the  extent  feasible  and  practicable, 
that  the  measures  include  measures  set 
forth  by  one  or  more  national  consensus 
building  entities.  Specifically,  we 
convened  a  technical  expert  panel  for 
the  purpose  of  making 
recommendations  to  CMS  regarding  the 
development  and  maintenance  of  the 
imaging  efficiency  measures,  including 
OP-9,  which  we  adopted  for  the  HOP 
QDRP  CY  2011  payment  determination. 
This  technical  expert  panel  was 
comprised  of  interested  stakeholders, 
including  hospital  representatives, 
payers,  practitioners  from  various 
medical  specialties,  consumers,  and 
clinical,  scientific,  and  performance 
measurement  experts.  In  addition,  we 
solicited  informal  public  comment  on 
the  measures  and  measure 
specifications,  which  was  used  to  refine 
the  measures.  We  are  very  interested  in 
continuing  its  work  on  mammography 
imaging  measures  and  intend  to  pursue 
the  feasibility  of  also  developing  a 
cancer  detection  rate  measure. 

We  do  not  believe  that  the  measure 
encourages  HOPDs  to  reduce 
appropriate  mammography  follow-up 
study.  The  mammography  follow-up 
rate  measure  was  developed  through  an 
extensive  process  that  included  review 
by  a  technical  expert  panel  convened  by 
CMS.  The  measure  assesses  an  HOPD’s 
rate  of  “call-backs”  from  indeterminate 
or  inadequate  mammography  screening 
studies. 

We  want  to  emphasize  that  the 
measure  looks  at  the  entire  spectrum  in 
terms  of  call-backs.  Specifically,  we  are 
concerned  not  only  with  rates  that  seem 
higher  than  the  majority  of  HOPDs,  but 
also  with  rates  that  seem  too  low,  which 
could  possibly  be  indicative  of 
inadequate  cancer  .detection  processes. 
We  emphasize  that  we  are  concerned 
with  both  of  these  considerations. 

b.  Maintenance  of  Technical 
Specifications  for  Quality  Measures 

Technical  specifications  for  each  HOP 
QDRP  measure  are  listed  in  the  HOPD 
Specifications  Manual,  which  is  posted 
on  the  CMS  QualityNet  Web  site  at 
http:/ /wwVi'.QualityNet.org.  We 
maintain  the  technical  specifications  for 
the  measures  by  updating  this  HOPD 
Specifications  Manual  and  including 
detailed  instructions  and  calculation 
algorithms.  In  some  cases  where  the 
specifications  are  available  elsewhere, 
we  may  include  links  to  Web  sites 
hosting  technical  specifications.  These 
resources  are  for  hospitals  to  use  when 
collecting  and  submitting  data  on 
required  measures. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68766 


through  68767),  we  established  a 
subregulatory  process  for  updates  to  the 
technical  specifications  that  we  use  to 
calculate  HOP  QDRP  measures.  This 
process  is  used  when  changes  to  the 
measure  specifications  are  necessary 
due  to  changes  in  scientific  evidence  or 
in  the  measure  as  endorsed  by  the 
consensus  entity.  Changes  of  this  nature 
may  not  coincide  with  the  timing  of  our 
regulatory  actions,  but  nevertheless 
require  inclusion  in  the  measure 
specifications  so  that  the  HOP  QDRP 
measures  are  calculated  based  on  the 
most  up-to-date  scientific  and 
consensus  standards.  We  indicated  that 
notification  of  changes  to  the  measure 
specifications  on  the  QualityNet  Web 
site,  http://www.QualityNet.org,  and  in 
the  HOPD  Specifications  Manual  that 
occurred  as  a  result  of  changes  in 
scientific  evidence  or  national 
consensus  would  occur  no  less  than  3 
months  before  any  changes  become 
effective  for  purposes  of  reporting  under 
the  HOP  QDRP 

The  HOPD  Specifications  Manual  is 
released  every  6  months  and  addenda 
are  released  as  necessary  providing  at 
least  3  months  of  advance  notice  for 
insubstantial  changes  such  as  changes  to 
ICD-9,  CPT,  NUBC,  and  HCPCS  codes, 
and  at  least  6  months  notice  for 
substantive  changes  to  data  elements 
that  would  require  significant  sy.stems 
changes. 

Comment:  One  commenter  stated  that 
frequently,  there  are  significant  ^ 
differences  in  the  technical 
specifications  for  measures  endorsed  by 
■  the  NQF  and  the  technical 
specifications  for  the  same  measures 
when  published  in  the  HOPD 
Specifications  Manual.  Two 
commenters  recommended  that  CMS 
post  measure  specifications  on 
QualityNet  at  the  same  time  that  the 
OPPS/ASC  proposed  rule  is  published, 
in  order  to  ensure  that  at  the  time  CMS 
proposes  to  adopt  measures,  their  exact 
specifications  and  methodologies  for 
calculation  are  completely  publicly 
available.  This  would  provide  more 
time  for-hospitals  to  align  the  measure 
specifications  with  EHRs.  The 
commenters  also  suggested  that 
subsequent  changes  to  data 
specifications  be  posted  on  QualityNet 
and  notices  go  to  providers  through  the 
QualityNet.org  listserv  notification.  One 
commenter  was  pleased  with  the 
biannual  (twice  a  year)  release  of  the 
HOPD  Specifications  Manual  update  as 
it  provided  hospitals  more  lead  time  to 
prepare  for  compliance. 

Response:  We  strive  to  make  the 
measure  specifications  publicly 
available  at  the  time  the  measures  are 
proposed  for  the  HOP  QDRP.  However, 


at  the  time  many  measures  ane 
proposed,  the  specifications  are  still  in 
draft  form,  and  w'e  believe  that  posting 
them  before  they  have  been  finalized 
could  cause  confusion.  Where  this  is  the 
case,  we  strive  to  provide  detailed 
descriptions  of  the  proposed  measures 
so  that  the  public  can  submit  informed 
comments.  As  soon  as  the  specifications 
are  finalized,  we  post  them  on 
QuaIityNet.org.  Revisions  to  data 
specifications  are  also  posted  on 
QualityNet  along  with  a  Release  Notes 
document  that  provides  each  change 
along  with  the  rationale  for  the  change. 

We  recognize  that  measure 
maintenance  is  a  continuous  and 
dynamic  process.  Therefore,  to  the 
extent  that  we  want  to  modify  the 
technical  specifications  for  an  NQF- 
endorsed  measure  that  we  have  adopted 
for  the  HOP  QDRP,  we  cannot  always 
secure  a  completed  NQF  review  of  the 
modifications  prior  to  the  times  we  need 
to  make  them.  How'ever,  we  submit  any 
modifications  we  choose  to  make  to  an 
NQF-endorsed  measure  to  the  NQF  for 
review  as  part  of  the  regular  measure  re- 
evaluation  process  conducted  by  the 
NQF.  We  welcome  specific  information 
that  would  identify  where  significant 
differences  exist  in  measure 
specifications  between  CMS  and  the 
NQF  for  what  is  meant  to  be  the  same 
measure.  This  would  permit  CMS  and 
the  NQF  to  reconcile  significant 
inconsistencies  that  should  not  exist. 

c.  Publication  of  HOP  QDRP  Data 

Section  1833(t)(17)(E)  of  the  Act 
requires  that  the  Secretary  establish 
procedures  to  make  data  collected  under 
the  HOP  QDRP  program  available  to  the 
public.  It  also  states  that  such 
procedures  must  ensure  that  a  hospital 
has  the  opportunity  to  review  the  data 
that  are  to  be  made  public  with  respect 
to  the  hospital  prior  to  such  data  being 
made  public.  To  meet  these 
requirements,  data  that  a  hospital  has 
submitted  for  the  HOP  QDRP  are 
typically  displayed  on  CMS  Web  sites 
such  as  the  Hospital  Compare  Web  site, 
http://www.hospitalcompare.hhs.gov 
after  a  preview  period.  The  Hospital 
Compare  Web  site  is  an  interactive  Web 
tool  that  assists  beneficiaries  by 
providing  information  on  hospital 
quality  of  care.  This  information 
encourages  beneficiaries  to  work  with 
their  doctors  and  hospitals  to  discuss 
the  quality  of  care  hospitals  provide  to 
patients,  thereby  providing  an 
additional  incentive  to  hospitals  to 
improve  the  quality  of  care  that  they 
furnish. 

In  general,  we  strive  to  display 
hospital  quality  measures  on  the 
Hospital  Compare  Web  site  as  soon  as 
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and  are  available  to  CMS  for  reporting. 
However,  if  there  are  unresolved  display 
issues  or  pending  design  considerations, 
we  mav  make  the  data  available  on 
other  non-interactive  CMS  Web  sites 
such  as  http://www.cms.hhs.gov/ 
HospitalQualitylnits/ .  Publicly  reporting 
the  information  in  this  manner,  though 
not  on  the  Hospital  Compare  Web  site, 
allows  CMS  to  meet  the  requirement 
under  section  1833(t)(17)(E)  of  the  Act 
for  establishing  jirocedures  to  make 
quality  data  submitted  available  to  the 
public  following  a  preview  period.  We 
proposed  that,  under  circumstances 
when  we  display  hospital  quality 
information  on  non-interactive  CMS 
Web  sites  for  reasons  discussed  earlier, 
affected  parties  would  be  notified  via 
CMS  listservs,  CMS  e-mail  blasts, 
national  provider  calls,  and  QualityNet 
announcements  regarding  the  release  of 
preview  reports  followed  by  the  posting 
of  data  on  a  Web  site  other  than 
Hospital  Compare  (75  FR  46362).  The 
release  of  preview  reports  allows  CMS 
to  meet  the  requirement  under  section 
1833(t)(17)(E)  of  the  Act  for  establishing 
procedures  to  make  submitted  quality 
data  available  to  the  public  following  a 
preview  period.  CMS  also  requires 
hospitals  to  complete  and  submit  a 
registration  form  (“participation  form”) 
in  order  to  participate  in  the  HOP 
QDRP.  With  submission  of  this  form, 
participating  hospitals  agree  that  they 
will  allow  CMS  to  publicly  report  the 
quality  measures,  including  those  that 
CMS  calculates  using  Medicare  claims, 
as  required  by  the  Act  and  the  HOP 
QDRP. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68778),  we^ 
established  that,  for  CY  2010,  hospitals 
sharing  the  same  CMS  Certification 
Number  (CCN,  previously  known  as  the 
Medicare  Provider  Number  (MPN))  must 
combine  data  collection  and  submission 
across  their  multiple  campuses  for  the 
clinical  measures  for  public  reporting 
purposes.  We  finalized  the  policy  that, 
under  the  HOP  QDRP,  we  will  publish 
quality  data  by  the  corresponding  CCN. 
This  approach  is  consistent  with  the 
approach  taken  under  the  Hospital 
Inpatient  Quality  Reporting  Program.  In 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period,  we  also  stated  that  we 
intend  to  indicate  instances  where  data 
from  two  or  more  hospitals  are 
combined  to  form  the  publicly  reported 
measures  on  the  Web  site. 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period,  we  finalized  our 
CY  2010  policy  regarding  publication  of 
HOP  QD^  data  (74  FR  60652  through 
60654).  Section  1833(t)(17)(E)  of  the  Act 
requires  that  the  Secretary  establish 


the  HOP  QDRP  available  to  the  public; 
however,  this  section  does  not  require 
that  such  data  be  validated  before  it  is 
made  public.  We  explained  that, 
initially,  we  decided  not  to  post 
“[ijnformation  from  non-validated  data, 
including  the  initial  reporting  period 
(April-June  2008)”  as  discussed  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66874).  We 
noted,  however,  that  data  submitted  by 
hospitals  are  publicly  reported 
regardless  of  whether  those  data  are 
successfully  validated  for  payment 
determination  purposes  under  existing 
procedures  for  the  Hospital  Inpatient 
Quality  Reporting  Program.  We  also 
noted  that,  in  the  CY  2009  OPPS/ASC  , 
final  rule  with  comment  period,  we 
stated  that  we  intended  to  make  the 
information  collected  under  the  HOP 
QDRP  available  to  the  public  in  2010 
(73  FR  68778). 

In  the  CY  2010  OPPS/ASC  proposed 
rule  (74  FR  35404),  we  proposed  to 
make  data  collected  for  quarters 
beginning  with  the  third  quarter  of  CY 
2008  (July-September  2008)  under  the 
HOP  QDRP  publicly  available, 
regardless  of  whether  those  data  have 
been  validated  for  payment 
determination  purposes.  In  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60654),  we  finalized  our 
proposal  to  publicly  report  HOP  QDRP 
data  on  Hospital  Compare  in  2010  with 
some  modifications  in  the  periods  of 
time  to  be  reported. 

Comment:  Some  commenters 
recognized  and  supported  CMS’s  efforts 
to  publicly  report  hospital  outpatient 
measures  on  Hospital  Compare.  Other 
commenters  argued  that  the  data 
presented  in  the  Hospital  Compare  Web 
site  are  vague  and  confusing  to 
providers  and  beneficiaries.  As  an 
example,  these  commenters  noted  that 
there  is  no  explanation  of  what  “not 
available”  means. 

Response:  We  strive  to  make  complex 
quality  data  submitted  by  hospitals 
under  the  HOP  QDRP  comprehensible 
and  useful  to  a  wide  range  of  audiences 
including  patients  and  providers.  We 
agree  that  there  is  room  for 
improvement  and  will  continue  to  work 
toward  improving  the  Hospital  Compare 
Web  site.  We  employ  ‘Not  Available’  to 
indicate  that  measure  data  for  a 
particular  hospital  or  hospital 
outpatient  department  is  not  available. 
CMS  does  not  generally  indicate  the 
reason  that  data  are  not  available. 
Situations  in  which  measure  data  might 
not  be  available  include: 

•  A  hospital  outpatient  department 
has  voluntarily  submitted  data  but  has 
chosen  not  to  have  that  data  made 


opted  out  of  the  HOP  QDRP  program  or 
is  not  aTsubsection  (d)  hospital  paid 
under  the  OPPS; 

•  No  data  were  reported  because  the 
hospital  outpatient  department  does  not 
provide  the  services  to  which  the 
measure  applies;  and  , 

•  No  data  were  reported  because  the 
hospital  outpatient  department  provides 
the  services  to  which  the  measure 
applies  but  had  no  cases. 

Comment:  One  commenter  suggested 
allowing  the  public  to  comment  oh  the 
format  of  public  reporting  of  data  on 
Hospital  Compare,  and  on  proposed 
measures  for  the  future  prior  to  their 
implementation. 

Response:  We  provide  the  public  with 
many  opportunities  to  submit  comments 
on  the  format  for  the  public  reporting  of 
data  on  Hospital  Compare,  including 
during  the  measure  development 
process  (if  the  measure  is  developed  by 
CMS),  during  preliminary  national  “dry 
.runs”  for  hospitals  held  prior  to 
implementation  of  the  measure  in 
formal  public  reporting,  in  which  we 
issue  confidential  reports  with 
calculations  and  methodological 
information,  as  well  as  during  the 
rulemaking  process. 

Comment:  Commenters  made  several 
suggestions  that  they  believed  would 
enhance  the  public  reporting  of  HOP 
QDRP  data: 

•  Add  a  narrative  to  explain  the 
impact  of  reporting  individual  measures 
on  hospital  quality  of  care; 

•  Group  like  measures  by  condition 
or  disease,  and  distinguish  them  by  care 
setting; 

•  Display  volume-related  measures  in 
a  manner  that  makes  clear  that  they 
should  not  be  equated  with  quality  of 
care  measures; 

•  Conduct  consumer  testing  and 
allow  multi-stakeholders  to  comment  on 
changes  in  the  Hospital  Compare 
architecture,  navigation,  display  and 
language  that  would  make  it  more  user 
friendly;  and 

•  Add  more  notations  to  the 
terminology  used. 

Response:  We  thank  the  commenters 
for  these  suggestions  and  will  consider 
them  as  we  further  develop  our 
procedures  for  the  public  reporting  of 
HOP  QDRP  quality  data. 

After  consideration  of  the  public 
comments  we  received,  we  have 
decided  to  finalize  our  proposal  to  use 
other  non  interactive  CMS  Web  sites 
such  as  http://www.cms.hhs.gov/ 
HospitalQualitylnits/  to  publicly  report 
HOP  QDRP  data  for  which  there  are 
unresolved  display  issues  or  pending 
design  considerations.  We  will  provide 
hospitals  with  an  opportunity  to 
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preview  the  data  to  be  posted  in  this 
manner  prior  to  doing  so. 

B.  Expansion  of  HOP  QDRP  Quality 
Measures  for  the  CY  2012,  CY  2013,  and 
CY  2014  Payment  Determinations 

1.  Considerations  in  Expanding  and 
Updating  Quality  Measures  Under  the 
HOP  QDRP 

In  general,  when  selecting  measures 
for  the  HOP  QDRP  program,  we  take 
into  account  several  considerations  and 
goals.  These  include:  (a)  Expanding  the 
types  of  measures  beyond  process  of 
care  measures  to  include  an  increased 
number  of  outcome  measures,  efficiency 
measures,  and  patients’  experience-of- 
care  measures;  (hi  expanding  the  scope 
of  hospital  services  to  which  the 
measures  apply;  (c)  considering  the 
burden  on  hospitals  in  collecting  chart- 
abstracted  data;  (d)  harmonizing  the 
measures  used  in  the  HOP  QDRP 
program  with  other  CMS  quality 
programs  to  align  incentives  and 
promote  coordinated  efforts  to  improve 
quality;  (e)  seeking  to  use  measures 
based  on  alternative  sources  of  data  that 
do  not  require  chart  abstraction  or  that 
utilize  data  already  being  reported  by 
many  hospitals,  such  as  data  that 
hospitals  report  to  clinical  data 
registries,  or  all-payer  claims  data  bases; 
and  (f)  weighing  the  relevance  and 
utility  of  the  measures  compared  to  the 
burden  on  hospitals  in  submitting  data 
under  the  HOP  QDRP  program. 

Specifically,  we  assign  priority  to 
quality  measures  that  assess 
performance  on:  (a)  Conditions  that 
result  in  the  greatest  mortality  and 
morbidity  in  the  Medicare  population; 

(b)  conditions  that  are  high  volume  and 
high  cost  for  the  Medicare  program;  and 

(c)  conditions  for  which  wide  cost  and 
treatment  variations  have  been  reported, 
despite  established  clinical  guidelines. 
We  have  used  and  continue  to  use  these 
criteria  to  guide  our  decisions  regarding 
what  measures  to  add  to  the  DOP  QDRP 
measure  set. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period,  we  adopted  four 
claims-based  quality  measures  that  do 
not  require  a  hospital  to  submit  chart- 
abstracted  clinical  data  (73  FR  68766). 
This  supports  our  goal  of  expanding  the 
measures  for  the  HOP  QDRP  while 
minimizing  the  burden  upon  hospitals 
and,  in  particular,  without  significantly 
increasing  the  chart  abstraction  burden. 
In  addition  to  claims-based  measures, 
we  are  considering  registries  ^  and  EHRs 
as  alternative  ways  to  collect  data  from 
hospitals.  Many  hospitals  submit  data  to 

’  A  registry  is  a  collection  of  clinical  data  for 
purposes  of  assessing  clinical  performance,  quality 
of  care,  and  opportunities  for  quality  improvement. 


and  participate  in  existing  registries.  In 
addition,  registries  often  capture 
outcome  information  and  provide 
ongoing  quality  improvement  feedback 
to  registry  participants.  Instead  of 
requiring  hospitals  to  submit  the  same 
data  to  CMS  that  they  are  already 
submitting  to  registries,  we  could  collect 
the  data  directly  from  the  registries  with 
the  permission  of  the  hospital,  thereby 
enabling  us  to  expand  the  HOP  QDRP 
measure  set  without  increasing  the 
burden  of  data  collection  for  those 
hospitals  participating  in  the  registries. 
The  data  that  we  would  receive  from 
registries  would  be  used  to  calculate 
quality  measures  required  under  the 
HOP  QDRP,  and  would  be  publicly 
reported  like  other  HOP  QDRP  quality 
mea.sures,  encouraging  improvements  in 
the  quality  of  care.  In  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60633),  we  responded  to 
public  comments  on  such  an  approach. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period,  we  also  stated 
our  intentioi>  to  explore  mechanisms  for_ 
data  submission  using  EHRs  (73  FR 
68769).  We  have  adopted  the  definition 
of  Qualified  EHR  set  forth  by  the  Office 
of  the  National  Coordinator  for  Health 
Information  Technology  (ONC)  (45  CFR 
170.102)  which  has  adopted  the 
statutory  definition  of  Qualified  EHR 
found  in  section  3000(13)  of  the  Public 
Health  Service  Act.  That  section  defines 
a  Qualified  EHR  as  “an  electronic  record 
of  health-related  information  on  an 
individual  that — (A)  includes  patient 
demographic  and  clinical  health 
information,  such  as  medical  history 
and  problem  lists;  and  (B)  has  the 
capacity — (i)  to  provide  clinical 
decision  support;  (ii)  to  support 
physician  order  entry;  (iii)  to  capture 
and  query  information  relevant  to  health 
care  quality;  and  (iv)  to  exchange 
electronic  health  information  with,  and 
integrate  such  information  from  other 
sources.” 

We  also  have  adopted  the  definition 
of  Certified  EHR  Technology  set  forth  by 
the  ONC  at  45  CFR  170.102  as  follows: 
“Certified  EHR  Technology”  means  (1)  a 
complete  EHR  that  meets  the 
requirements  included  in  the  definition 
of  a  Qualified  EHR  and  has  been  tested 
and  certified  in  accordance  with  the 
certification  program  established  by  the 
National  Coordinator  as  having  met  all 
applicable  certification  criteria  adopted 
by  the  Secretary;  or  (2)  a  combination  of 
EHR  Modules  in  which  each  constituent 
EHR  Module  of  the  combination  has 
been  tested  and  certified  in  accordance 
with  the  certification  program 
established  by  the  National  Coordinator 
as  having  met  all  applicable  certification 
criteria  adopted  by  the  Secretary,  and 


the  resultant  combination  also  meets  the 
requirements  included  in  the  definition 
of  a  Qualified  EHR. 

Establishing  a  data  submission 
mechanism  using  EHRs  system  will 
require  interoperability  between  EHRs 
and  our  data  collection  systems, 
additional  infrastructure  development 
on  the  part  of  hospitals  and  CMS,  and 
the  adoption  of  standards  for  the 
capturing,  formatting,  and  transmission 
of  data  elements  that  make  up  the 
measures.  However,  once  these 
activities  are  accomplished,  the 
adoption  of  measures  that  rely  on  data 
obtained  directly  from  EHRs  would 
enable  us  to  expand  the  HOP  QDRP 
measure  set  with  lesa  cost  and  burden 
to  hospitals.  In  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60633  through  60634),  we  responded  to 
public  comments  on  such  an  approach. 

In  prior  years,  we  have  proposed 
measures  for  one  payment 
determination  in  a  given  rulemaking 
cycle.  In  prior  rules,  we  have  identified 
measures  for  future  consideration,  but 
have  not  proposed  or  finalized  measures 
beyond  those  to  be  collected  and  used 
for  the  next'  sequential  payment 
determination.  In  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46363),  we 
proposed  to  adopt  new  measures  over  a 
three-year  period  of  time  for  the  CY 
2012,  CY  2013,  and  CY  2014  payment 
determinations.  We  believe  this 
proposed  process  will  assist  hospitals  in 
planning,  meeting  future  reporting 
requirements,  and  implementing  quality 
improvement  efforts.  We  will  also  have 
more  time  to  develop,  align,  and 
implement  the  infrastructure  necessary 
to  collect  data  on  the  measures  and 
make  payment  determinations.  To  the 
extent  that  we  finalize  some  or  all  of 
these  measures  for  the  CY  2012,  CY 
2013  and  CY  2014  payment 
determinations,  this  would  not  preclude 
us  from  proposing  to  adopt  additional 
measures  or  changing  the  list  of 
measures  for  future  payment 
determinations  through  subsequent 
rulemaking  cycles  that  affect  these 
future  payment  determinations.  We 
invited  comments  on  our  intention  to 
propose  measures  for  more  than  one 
payment  determination  in  a  single 
rulemaking. 

Comment:  Several  commenters  were 
,  very  pleased  to  see  that  some  of  the 
proposed  measures  have  a  strong  focus 
on  overuse,  efficiency,  care  coordination 
and  transitions,  and  process  linking  to 
outcomes.  Several  commenters  stated 
their  belief  that  the  HOP  QDRP  has  a 
positive  impact  on  the  quality  of  care. 

A  commenter  stated  that  all  of  the 
proposed  quality  measures  reflect  the 
National  Priorities  Partnership- 
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identified  goal  for  these  areas  and  that 
these  measures  wj^l  provide  meaningful 
information  to  consumers,  purchasers, 
and  providers. 

Some  commenters  stated  that  they  did 
not  believe  CMS  follows  a  methodical 
framework  and  a  clear  set  of  criteria  to 
prioritize  and  integrate  measures  into 
the  HOP  QDRP. 

Response:  We  thank  the  commenters 
for  the  recognition  of  our  efforts.  We 
agree  that  the  proposed  HOP  QDRP 
measures  are  important  to  the  quality  of 
care  patients  receive  in  the  HOPD. 

The  National  Priorities  Partnership  is 
a  28-member  organization  convened  by 
the  NQF  for  the  purpose  of  identifying 
improvement  goals  and  action  steps  for 
the  U.S.  healthcare  system.  CMS  is  a 
member  of  the  National  Priorities 
Partnership  and  participates  in  its 
framework-setting  activity.  Our  measure 
selection  activities  and  measure 
development  activities  take  into  account 
the  priorities  established  by  this 
organization  as  well  as  other  criteria 
described  earlier. 

We  strive  to  ensure  that  the  HOP 
QDRP  measure  set  reflects  HHS 
priorities  as  well  as  changes  in 
legislation.  One  of  our  goals  is  to  align 
the  quality  measures  for  which  hospitals 
submit  data  under  various  HHS 
programs,  including  the  HITECH  EHR 
Incentive  Program,  in  order  to  reduce 
the  burden  on  hospitals  that  report  data 
to  multiple  programs.  We  also  try  to 
adopt  measures  for  the  HOP  QDRP 
program  that  are  broadly  applicable  to 
hospitals  paid  under  the  OPPS,  because 
HOP  QDRP  measures  are  made  publicly 
available  in  comparative  reporting  tools. 
The  measures  that  we  are  adopting  for 
the  HOP  QDRP  in  this  final  rule  with 
comment  period  represent  established 
HHS  priorities,  which  include  some  of 
the  priorities  selected  by  the  NQF 
National  Priorities  Partners  process. 
These  include  patient  safety,  population 
health,  and  care  coordination. 

With  regard  to  the  comments  about 
using  a  methodical  framework  and  a 
clear  set  of  criteriajto  prioritize  and 
integrate  measures  into  the  HOP  QDRP, 
we  have  set  out  explicit  criteria  that  we 
use  to  guide  our  decisions  regarding 
what  measures  to  add  to  the  HOP  QDRP 
measure  set  in  section  XVI. B.l.  of  this 
final  rule  with  comment  period. 

Comment:  A  few  commenters  felt  that 
the  burden  on  hospitals  stemming  from 
a  simultaneous  implementation  of  new 
quality  reporting  and  pay  for 
performance  programs  would  be  too 
great,  and  requested  that  CMS  limit  the 
adoption  of  new  measures  to  one 
program  at  a  time.  In  addition, 

•  commenters  recommended  that  CMS 
ease  the  burden  on  hospitals  by  putting 


a  moratorium  on  the  adoption  of  new 
quality  measures  until  hospitals  have 
transitioned  into  ICD-10  codes  and 
adopted  EHRs  to  meet  the  meaningful 
use  objectives  under  the  HITECH  EHR 
Incentive  Program.  Some  commenters 
were  very  concerned  about  the  burden 
of  the  proposed  chart-abstracted 
measures  and  doubted  whether  the , 
codes  used  in  chart-abstraction  will  be 
consistently  accurate. 

Response:  We  understand  the  burden 
faced  by  hospitals  stemming  from 
implementing  multiple  technological 
changes  including  the  ICD-10  coding 
system,  as  well  as  meeting  the 
requirements  of  various  quality 
reporting  programs.  We  will  continue  to 
weigh  the  burden  associated  with 
adding  chart-abstracted  measures  to  the 
HOP  QDRP  against  the  benefit  of  adding 
such  measures  while  exploring  other 
alternative  data  collection  mechanisms 
for  the  HOP  QDRP.  Nonetheless,  we  are 
committed  to  broadening  the  scope  of 
the  HOP  QDRP  and,  therefore,  are 
adopting  additional  measures  in  this 
final  rule  with  comment  period.  We  also 
have  solicited  comments  on  measures 
being  considered  for  adoption  in  future 
years. 

Comment:  Commenters  submitted 
some  suggestions  to  make  the  HOP 
QDRP  measure  development  process 
more  transparent  in  the  future; 

•  Analysis  for  the  need  of  the 
measure 

•  Risk-adjustment  methodology 

•  Name  of  the  developer  of  the 
measure 

•  Name  of  the  organization  that  field- 
tested  the  measure 

•  Field  testing  status  of  the  measure 
and  its  readiness  for  inclusion  in  a^ 
quality  reporting  program 

•  Identification  of  unintended 
consequences 

•  HQA  adoption  and  NQF-endorsed 
status 

•  CMS  collaboration  with  the  Centers 
for  Disease  Control  and  Prevention 
(CDC)  and  the  Agency  for  Healthcare 
Research  and  Quality  (AHRQ) 

•  Adopt  related  evidence-based 
practice  guidelines 

•  Clearly  define  the  patient 
population  for  which  the  measure 
would  apply 

•  Detailed  measure  specifications 

.  •  Describe  clearly  the  impact  of  the 

measure  on  hospital  quality 

•  A  robust  feedback  loop  to  ascertain 
issues  identified  during  implementation 
that  would  necessitate  a  change  to  a 
measure 

•  Describe  the  time-frame  for  any 
time-based  measures 

•  Provide  the  rationale  for  inclusion 
of  a  proposed  measure  in  the  HOP 


QDRP  instead  of  as  an  meaningful  use 
objective  under  the  HITECH  rule 
•  Location  of  the  measure  data 
elements  in  an  EHR 

Response:  We  thank  the  commenters 
for  these  suggestions.  We  provide 
detailed  information  on  each  measure 
we  adopt  for  the  HOP  QDRP  at  the  time 
that  we  propose  it  or  as  soon  as  it 
becomes  available.  However,  some  of 
the  suggested  information,  including  the 
identification  of  unintended 
consequences  and  the  measure’s  impact 
on  hospital  quality,  may  not  be  available 
until  after  we  have  adopted  the 
measure.  We  also  believe  that  our 
measure  development  process  is 
transparent  as  it  includes  an  extensive 
review  of  current  guidelines  and  peer- 
reviewed  literature,  as  well  as 
collaboration  with  a  technical  expert 
panel.  Additionally,  in  instances  when 
there  is  uncertainty  about  the 
appropriateness  of  a  measure  for  a 
particular  patient  population,  the 
patients  are  treated  as  “exclusions”  (that 
is,  they  are  not  included  in  the 
measurement  calculation).  The  public 
has  the  opportunity  to  comment  on 
measures  that  we  develop  during  the 
measure  development  process. 
Additionally,  the  measure 
specifications,  including  the 
methodology  used  to  calculate  the 
measures,  are  made  publicly  available 
as  soon  as  they  are  finalized  either  in 
the  HOPD  Specifications  Manual  on  an 
“informational”  basis,  or  on  a  separate 
Web  site  such  as  http:// 
www.imagingmeasures.com. 

Comment:  One  commenter 
recommended  that  CMS  adopt  a  strong 
set  of  outcome,  patient  experience,  and 
care  transition  measures  for  the  next 
three-year  payment  determination 
periods.  Many  commenters  suggeste'd 
that  CMS  consider  the  following 
measure  selection  criteria  for  the  HOP 
QDRP: 

•  Whether  the  measures  are 
associated  with  better  outcomes; 

•  The  adoption  of  measures  for  one 
disease  or  condition  at  a  time,  thereby 
limiting  the  number  of  measures  for  a 
disease  or  condition; 

•  The  collection  of  data  via 
alternative  mechanisms  such  as 
electronic  health  records  (EHRs), 
registries,  and  claims; 

•  The  operational  burden  on 
hospitals  presented  by  data  collection; 

•  Develop  new  measures  with  e- 
specifications; 

•  The  harmonization  of  HOP  QDRP 
measures  with  measures  used  by  the 
Joint  Commission,  which  are  based  on 
large  patient  volumes,  evidence-based 
care,  and  patient  outcomes; 
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•  The  harmonization  of  HOP  QDRP 
measures  with  measures  adopted  for 
other  quality  reporting  programs 
involving  similar  settings; 

•  The  testing  of  measures  in  a  variety 
of  outpatient  settings; 

•  The  alignment  of  HOP  QDRP 
measures  with  measures  used  hy  private 
payers;  and 

•  The  alignment  of  HOP  QDRP 
measures  with  the  national  priority 
strategy  as  described  in  the  NQF  NPP 
project. 

Response:  We  thank  the  commenters 
for  the  suggestions  and  for  sharing  their 
views  regarding  HOP  QDRP  measure 
selection.  In  section  XVI.B.l.  of  this 
final  rule  with  comment  period,  we 
have  set  out  the  criteria  that  we  use  to 
guide  our  decisions  regarding  what 
measures  to  add  to  the  HOP  QDRP 
measure  set.  As  indicated  in  section 
XVI.B.l,  we  agree  that  quality  measures 
should  be  associated  with  better 
outcomes  for  patients,  that  quality 
measures  should  be  harmonized  across 
care  settings,  and  that  measures  selected 
for  HOP  QDRP  should  be  aligned  with 
national  quality  measurement  and 
improvement  priorities.  We  take  these 
criteria  into  consideration  when 
selecting  measures  for  the  HOP  QDRP 
and  we  also  consider  the  burden  of  data 
collection  on  hospitals  relative  to 
benefit  that  would  result  from  public 
reporting  and  quality  improvement. 

Comment:  Some  commenters  noted 
that  none  of  the  measures  proposed  . 
through  CY  2014  uses  registry  data  and 
suggested  that  CMS  explore  outpatient 
registries  as  data  sources  for  quality 
measure  data.  Commenters  noted  that 
data  collection  through  registries  is  less 
burdensome  as  many  hospitals  are 
already  reporting  to  registries.  One 
commenter  recommended  that  CMS  use 
data  submitted  to  established  registries 
by  hospitals.  Commenters  believed  that 
registries  impose  and  create  readily- 
available  reporting  benchmarks  which 
may  be  absent  in  EHRs.  Commenters 
stated  that  if  registries  are  used,  clear 
criteria  for  participating  registries  must 
be  defined  and  CMS  should  give 
adequate  time  for  hospitals  to  prepare 
for  registry  participation.  One 
commenter  inquired  whether  CMS 
plans  to  propose  that  registries  directly 
submit  raw  data  to  CMS  with  facility 
and  patient  identifiers. 

Response:  We  thank  the  commenters 
for  their  support  for  registries  as  a 
vehicle  for  data  collection.  Although  we 
agree  that  registries  may  have  readily- 
available  reporting  benchmarks,  we 
believe  that  EHR  technology  also  has 
merits  as  an  alternative  data  collection 
tool.  Despite  the  fact  that  we  did  not 
propose  any  registry-based  measures  in 


the  proposed  rule,  we  remain  interested 
in  minimizing  the  burden  associated 
with  quality  reporting  and  are 
continuing  to  explore  registries  as  an 
alternative  data  collection  vehicle  for 
the  future.  If  hospitals  are  participating 
in  registries  and  submit  the  same  data 
to  those  registries  that  they  would 
otherwise  have  to  submit  for  measures 
that  are  part  of  the  HOP  QDRP,  we 
believe  that  the  registry-based  data 
would  be  an  efficient  alternative  data 
source,  and  that  this  would  prevent  the 
hospital  from  having  to  report  the  same 
data  twice.  As  the  commenters  stated, 
many  hospitals  are  currently* 
participating  in  a  number  of  registries 
that  collect  data  on  quality  measures  on 
topics  of  interest  to  us.  With  respect  to 
the  comments  on  registry  criteria  and 
registry  data  submission,  we  thank  the 
commenters  for  these  suggestions  and 
will  consider  them  as  we  consider 
registry-based  measures  for  the  HOP 
QDRP.  Should  CMS  propose  to  receive 
data  from  registries  in  the  future, 
facility-level  identifiers  would  be 
required  for  any  hospital-level 
calculations  that  would  be  required  by 
CMS,  and  patient-level  identifiers  may 
be  required  for  any  patient-level  data 
required  by  CMS  for  validation 
purposes. 

Comment:  One  commenter  believed 
that  using  a  registry  as  the  sole  source 
of  data  collection  would  place  undue 
burden  on  hospitals.  One  commenter 
believed  it  is  short-sighted  to  impose 
registry  participation  on  hospitals  when 
hospitals  may  soon  be  able  to  submit 
data  using  EHRs.  One  commenter 
suggested  that  registries  that  do  not 
provide  feedback  to  hospitals  should  be 
excluded  from  a  qualified  registry 
database  should  registries  become  an 
alternative  data  submission  mechanism. 

Response:  We  thank  the  commenters 
for  sharing  their  views  about  registries 
and  we  wjll  take  them  into 
consideration  as  we  consider  using 
registries  in  the  collection  and  public 
reporting  of  HOP  QDRP  quality  data. 

Comment:  Commenters  commended 
CMS  for  encouraging  the  development 
and  adoption  of  information  technology 
standards  across  the  health  care 
industry  that  will  support  automated 
data  collection  and  the  reporting  of 
clinical  data  from  EHR  systems.  These 
commenters  believed  that  such  efforts 
will  streamline  hospital  data  submission 
procedures. 

Response:  We  thank  the  commenters 
for  their  support  of  the  adoption  of 
information  technology  standards,  such 
as  EHRs,  as  a  data  collection  vehicle. 

We  envision  that  the  EHRs  will  become 
an  important  data  sourtie  as  we  develop 
electronic  measures  for  the  HOP  QDRP. 


Initially,  we  expect  that  the  finalized 
measure  OP-18:  Median  Time  from  ED 
Arrival  to  ED  Departure  for  Discharged 
ED  Patients  (discussed  below)  will  be 
electronically  specified  by  December  31, 
2010. 

Comment:  Many  commenters  strongly 
supported  CMS’s  proposal  to  adopt 
quality  measures  3  years  in  advance  to 
enable  hospitals  to  better  prepare  for  the 
impending  reporting  requirements, 
amid  implementation  of  meaningful  use 
objectives  set  forth  in  the  HITECH  EHR 
Incentive  Program  final  rule  and  the 
transition  into  the  ICD-rlO-CM/PCS 
code  sets.  Some  commenters 
appreciated  CMS’s  intention  of 
providing  greater  predictability  about 
the  measures  to  be  used  in  future  years. 
Some  commenters  believed  that 
proposing  measures  for  more  than  one 
payment  determination  in  a  single 
rulemaking  cycle  provides  more  time  for 
providers  to  study  the  measures  and 
formulate  comments  while  enabling 
CMS  to  more  effectively  develop 
comprehensive  quality  reporting 
programs. 

Response:  We  thank  the  commenters 
for  their  support  of  our  proposals.  In 
proposing  quality  measures  for  three 
payment  determinations,  our  goal  is  to 
assist  hospitals  in  planning,  meeting 
future  reporting  requirements,  and 
implementing  quality  improvement 
efforts.  The  adoption  of  quality 
measures  far  in  advance  also  enables 
CMS  to  create  the  infrastructure 
necessary  to  collect  data  on  the 
measures. 

Comment:  Some  commenters 
supported  CMS’s  statement  that  the 
requirements  for  the  future  HOP  QDRP 
payment  determinations  may  change 
due  to  changing  priorities  and  new 
legislative  requirements.  A  few 
commenters  suggested  that  instead  of 
finalizing  all  the  proposed  measures  for 
the  next  3  years,  CMS  should  ask  for 
comments  in  the  annual  OPPS  proposed 
rule  for  each  year  and  only  finalize 
measures  pertaining  to  the  year  in 
which  the  measures  are  to  be 
implemented.  Some  commenters 
requested  that  CMS  provide  an  overall 
strategic  perspective  for  the  HOP  QDRP 
3-year  expansion  plan,  the  objectives  set 
forth  in  the  HITECH  Act  and  the 
Affordable  Care  Act  which  promotes 
more  integration  of  care  across  the 
health  care  delivery  system.  One 
commenter  suggested  setting  a  timeline 
in  the  three-year  expansion  plan  for  the 
NQF  to  review  current  HOP  QDRP 
measures  as  rapidly  as  possible  through 
its  maintenance  process,  so  that  the 
HOP  QDRP  measures  align  with  the 
NQF  standards  for  endorsement  and  so 
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that  their  potential  for  quality 
improvement  can  be  evaluated. 

Response:  We  thank  the  commenters 
for  supporting  our  acknowledgement 
that  while  we  may  finalize  measures  for 
multiple  years,  the  measures  are  subject 
to  change  should  we  need  to  adapt  in 
light  of  changing  priorities  and  new 
legislation.  Given  the  support  we 
received  on  our  proposal  to  propose 
new  measures  for  three  payment 
determinations,  we  will  proceed  in  this 
direction  for  future  measure  proposal 
and  finalization.  With  regard  to  our 
overall  strategic  perspective  for  the  HOP 
QDRP  3  year  expansion  plan,  we  intend 
where  feasible  to  propose  to  integrate 
into  the  HOP  QDRP  applicable 
meaningful  use  objectives  set  forth 
under  the  HITECH  EHR  Incentive 
Program  as  well  as  applicable  quality 
priorities  set  forth  in  the  Affordable 
Care  Act. 

While  the  NQF  regularly  reviews 
measures  that  it  has  endorsed  as  part  of 
its  regular  3-year  measure  reevaluation 
cycle  (2-years  for  measures  with  time- 
limited  endorsement),  not  all  of  the 
HOP  QDRP  measures  are  NQF  endorsed. 

Comment:  Some  commenters  noted 
that  under  the  HOP  QDRP,  hospitals 
must  submit  data  on  measures,  whereas 
under  the  PQRI,  individual  eligible 
professionals  or  group  practices  submit 
the  data.  Commenters  encouraged  CMS 
to  harmonize  the  two  programs. 

Response:  We  understand  the 
commenters’  desire  for  harmonization  of 
our  various  quality  reporting  programs 
and  we  attempt  to  do  so  when  feasible 
and  practical.  For  example,  we  include 
the  same  AMI  and  Surgical  Care 
measures  in  both  the  Hospital  Inpatient 
Quality  Reporting  Program  and  the  HOP 
QDRP.  We  note  that  the  PQRI  is  a 
quality  data  reporting  program  for 
individual  professional  or  group 
practices,  while  the  HOP  QDRP  is  a 
quality  data  reporting  program  that 
applies  to  hospital  outpatient 
departments.  A  particular  eligible 
professional  or  group  practice  generally 
provides  a  relatively  specialized  set  of 
services  with  their  patient  population 
generally  being  much  smaller  than  that 
enrolled  in  hospital  outpatient 
departments.  Given  the  different  focus 
of  these  two  programs,  there  are 
different  considerations  that  are  taken 
into  account  when  establishing 
reporting  requirements  for  each  of  these 
programs. 

2.  Retirement  of  HOP  QDRP  Quality 
Measures 

In  the  FY  2010  IPPS/RY  2010  LTCH 
PPS  proposed  rule,  we  finalized  a 
process  for  immediate  retirement  of 
Hospital  Inpatient  Quality  Reporting 


Program  measures  based  on  evidence 
that  the  continued  use  of  the  measure  as 
specified  raises  patient  safety  concerns 
(74  FR  43864  through  43865).  In 
circumstances  such  as  those  prompting 
immediate  retirement  of  the  AMI-6 
measure  from  the  Hospital  Inpatient 
Quality  Reporting  Program  in  December 
2008  (as  discussed  in  the  FY  2010  IPPS/ 
RY  LTCH  PPS  final  rule  (74  FR  43864 
through  43865)),  we  do  not  believe  that 
it  would  be  appropriate  to  wait  for  the 
annual  rulemaking  cycle  to  retire  a 
measure.  We  adopted  this  same 
immediate  retirement  policy  for  the 
HOP  QDRP -in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60635). 

Specifically,  we  stated  that  if  we 
receive  evidence  that  continued 
collection  of  a  measure  that  has  been 
adopted  for  the  HOP  QDRP  raises 
patient  safety  concerns,  we  would 
promptly  retire  the  measure  and  notify 
hospitals  and  the  public  of  the 
retirement  of  the  measure  and  the 
reasons  for  its  retirement  through  the 
usual  means  by  which  we  communicate 
with  hospitals,  including  but  not 
limited  to  hospital  e-mail  blasts  and  the 
QualityNet  Web  site.  We  also  stated  that 
we  would  confirm  the  retirement  of  a 
measure  retired  in  this  manner  in  the 
next  OPPS  rulemaking  cycle.  However, 
for  other  circumstances  in  which  we  do 
not  believe  that  continued  use  of  a 
measure  raises  specific  patient  safety 
concerns,  we  stated  that  we  intend  to 
use  the  regular  rulemaking  process  to 
retire  a  measure. 

Comment:  Several  commenters 
encouraged  CMS  to  establish  consistent 
and  transparent  processes  that  address 
changes  in  evidence-based  guidelines 
more  quickly  and  to  establish  channels 
to  exchange  this  typefif  information 
between  CMS  and  measure  developers. 
Commenters  supported  the  measure 
retirement  criteria  and  also  encouraged 
CMS  to  retire  measures  under  the 
following  additional  conditions: 

•  Another  indicator  exists  that  is 
better,  or  more  accurately  assesses  good 
quality  of  care; 

•  A  measure  is  no  longer  consistent 
with  the  standard  of  care  or  evidence- 
based  guidelines;  and 

•  When  an  outcome  measure  is 
available. 

Response:  Wle  thank  the  commenters 
for  their  suggestions  for  measure 
retirement  and  will  take  them  into 
consideration  when  evaluating  whether 
to  retire  a  measure  in  the  HOP  QDRP. 

At  this  time,  we  have  not  proposed  to 
retire  any  measures  from  the  HOP 
QDRP, 


3.  HOP  QDRP  Quality  Measures  for  the 
CY  2012  Payment  Determination 

a.  Retention  of  Existing  HOP  QDRP 
Measures  for  the  CY  2012  Payment 
Determination 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46363),  for  the  CY  2012 
payment  determination,  we  proposed  to 
retain  the  existing  1 1  HOP  QDRP 
measures.  These  measures  continue  to 
address  areas  of  topical  importance 
regarding  the  quality  of  care  provided  in 
HOPDs,  and  reflect  consensus  among 
affected  parties.  Seven  of  these  11 
measures  are  chart-abstracted  measures 
in  two  areas  of  importance  that  are  also 
measured  for  the  inpatient  setting — AMI 
cardiac  care  and  surgical  care.  The 
remaining  four  measures  are  claims- 
based  measures  that  address  imaging 
efficiency  in  HOPDs. 

We  invited  public  comment  on  our 
proposal  to  retain  the  existing  11  HOP 
QDRP  measures  for  the  CY  2012 
payment  determination. 

Comment:  Some  commenters 
supported  the  retention  of  CY  2012 
measures,  specifically  the  prophylactic 
antibiotic  measures. 

Response:  We  thank  the  commenters 
for  their  support. 

After  consideration  of  the  public 
comments  we  received,  we  have 
decided  to  adopt  as  final  our  proposal 
to  retain  the  existing  1 1  HOP  QDRP 
measures  for  the  CY  2012  payment 
determination. 

b.  New  Structural  Measure  for  the  CY 
2012  Payment  Determination 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46363),  for  the  CY  2012 
payment  determination,  we  proposed  to 
add  one  structural  measure:  “Ability  for 
Providers  with  HIT  to  Receive 
Laboratory  Data  Electronically  Directly 
into  their  Qualified/Certified  EHR 
System  as  Discrete  Searchable  Data” 
(NQF  #  0489).  Structural  measures 
allpw  the  assessment  of  the 
conduciveness  of  the  provider 
environment  to  processes  and 
technologies  that  enable  delivery  of  high 
quality  care.  This  particular  structural 
measure  assesses  the  extent  to  which  a 
provider  uses  a  certified/qualified  EHR 
system  that  incorporates  an  electronic 
data  interchange  with  one  or  more 
laboratories  allowing  for  direct  \ 
electronic  Lansmission  of  laboratory 
data  into  the  EHR  as  discrete  searchable 
data  elements.  We  believe- that 
electronic  transmission  of  laboratory 
data  into  EHRs  would  enable  greater 
timeliness  of  results  reporting,  because 
the  results  of  the  reports  would  be 
transmitted  to  the  HOPD  as  soon  as  the 
laboratory  data  are  available  which 


Federal  Register/ Vol.  75,  No.  226/ Wednesday,  November  24,  2010 /Rules  and  Regulations  72075 


allows  for  the  merger  with  clinical 
information  to  provide  laboratory  value 
alerts  and  more  timely  clinical 
assessments.  Electronic  transmission  of 
laboratory  data  can  lead  to  cost 
efficiency,  expedite  the  clinical  decision 
process,  reduce  redundancy  of 
laboratory  orders,  and  reduce  human 
errors. 

Section  1833(t)(17)(C,Ki)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  structural  measure 
is  appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because  it  was  endorsed  in  2008  as  part 
of  an  NQF  project  entitled  “National 
Voluntary  Consensus  Standards  for 
Health  Information  Technology: 
Structural  Measures.”  Additionally,  this 
measure  was  conditionally  adopted  by 
the  HQA  in  2010. 

We  proposed  that  this  structural 
measure  would  be  submitted  by  HOPDs 
beginning  with  January  1,  2011 
discharges  via  a  Web-based  tool 
available  on  the  QualityNet  Web  site 
that  is  currently  employed  for  the 
collection  of  structural  measures  for  the 
Hospital  Inpatient  Quality  Reporting 
Program.  For  this  structural  measure, 
HOPDs  would  submit  the  number  of 
encounters  out  of  all  encounters  for 
which  laboratory  results  were 
documented  in  the  EHR.  We  invited 
comments  on  our  proposal  to  add  this 
new  structural  measure  to  the  HOP 
QDRP  measurement  set  and  the 
submission  process  for  the  CY  2012 
payment  determination. 

Comment:  Some  commenters 
appreciated  that  the  proposed  structural 
measure  relates  to  an  issue  that  is 
meaningful  to  consumers  and 
purchasers,  and  believed  that  it  is 
important  for  both  public  reporting  and 
payment  policy.  One  commenter  noted 
that  with  timely  receipt  of  results  and  a 
rapid  diagnosis,  patients  can  be  treated 
while  they  are  being  seen  and  do  not 
need  to  return  or  wait  for  a  follow-up 
phone  call.  This  fast  turnaround  time 
'  improves  the  quality  of  care  and  reduces 
medical  costs.  Furthermore,  some 
commenters  stated  their  belief  that  the 
addition  of  this  measure  to  the  HOP 
QDRP  will  raise  hospital  outpatient 
departments’  electronic  awareness,  and 
motivate  hospitals  to  adopt  EHRs  to 


improve  care  coordination,  patient 
safety,  and  outcomes. 

Response:  WIe  appreciate  the 
commenters’  support  and 
encouragement  and  agree  with 
commenters  that  this  measure  will 
improve  the  quality  of  care  and  promote 
the  adoption  of  EHR  technology. 

Comment:  One  commenter  stated  that 
CMS  will  be  better  able  to  assess  the 
EHR  functionality  of  hospitals  by 
adopting  a  similar  measure  for  the 
HITECH  EHR  Incentive  Program.  One 
commenter  was  concerned  about  the 
duplication  of  this  measure  with  the 
meaningful  use  objectives  set  forth  in 
the  HITECH  EHR  Incentive  Program 
final  rule.  Many  commenters  did  not 
support  this  measure  and  stated  that  the 
measure  is  not  evidence-based  and  has 
not  been  field-tested.  Some  commenters 
did  not  support  the  measure  because 
they  believed  the  measure  only  assesses 
HIT  functionality  and  does  not  assess 
the  quality  of  care  provided. 

Commenters  recommended  maintaining 
this  measure  solely  as  a  meaningful  use 
HIT  functionality  objective  under  the 
HITECH  EHR  Incentive  Program. 

Response:  We  strongly  believe  that 
the  adoption  of  this  measure  in  the  two 
programs  would  have  a  complementary 
effect  rather  than  a  duplicative  effect. 
Since  hospital  outpatient  departments 
provide  clinical  laboratory  testing 
services,  we  believe  that  this  measure  is 
appropriate  for  the  HOP  QDRP.  The 
meaningful  use  objective  set  forth  in  the 
HITECH  EHR  Incentive  Program 
requires  the  incorporation  of  clinical  lab 
test  results  into  EHR  as  structured 'data 
while  the  measure  we  are  finalizing  in 
this  final  rule  with  comment  period 
assesses  whether  hospital  outpatient 
departments  are  capable  of  receiving 
laboratory  data  directly  into  a  qualified/ 
certified  EHR  system  as  discrete 
searchable  data. 

Comment:  Some  commenters  stated 
that  this  measure  is  too  burdensome  for 
providers,  especially  for  providers  with 
limited  EHR  capability  or  that  are 
transitioning  to  EHR  technology.  The 
commenters  stated  that  EHR  vendors  are 
still  developing  qualified/certified 
technology  to  accommodate  this  EHR 
capability.  T.he  commenters  suggested 
that  CMS  delay  the  adoption  of  this 
measure  until  all  hospitals  have  adopted 
qualified/certified  EHRs.  Commenters 
indicated  this  measure  would  be  more 
appropriate  for  CY  2013  or  CY  2014. 
Otherwise,  it  is  counterproductive  to 
penalize  hospitals  for  lacking  the  type  of 
EHR  capability  for  which  they  have 
been  given  flexibility  in  adopting  under 
the  HITECH  EHR  Incentive  Program. 

A  few  commenters  urged  CMS  not  to 
impose  this  CY  2012  structural  measure 


until  providers  have  gained  experience 
with  Stage  1 — Meaningful  Use  and 
demonstrated  widespread  participation 
in  the  Incentive  Program.  Commenters 
stated  the  proposed  data  submission 
date  for  this  measure  beginning  with 
January  1,  2011  discharges  may 
compromise  a  HOPD’s  flexibility 
derived  from  the  HITECH  EHR  Incentive 
Program  final  rule  (75  FR  44314),  under 
which  hospitals  potentially  have  until 
CY  2014  to  adopt  qualified/certified 
EHRs  for  the  purpose  of  participating  in 
the  incentive  program  to  demonstrate 
meaningful  use  of  EHR  technology  for 
any  given  payment  year.  Furthermore, 
for  Stage  1  of  meaningful  use,  the 
objective  of  “Incorporate  clinical  lab-test 
results  into  qualified/certified  EHR 
technology”  is  a  menu-set  measure,  and 
may  be  deferred.  The  commenters 
expected  that  many  hospitals  would 
choose  to  implement  this  measure  early 
to  avoid  foregoing  their  full  annual 
payment  update.  One  commenter 
expressed  concern  that  hospitals 
without  qualified  EHR  systems  that  are 
capable  of  receiving  lab  data  would  be 
effectively  precluded  from  receiving  the 
full  payment  update  for  CY  2012. 

Response:  We  understand  the 
commenters’  concerns.  We  note  that 
many  certified/qualified  EHRs  already 
have  the  capability  to  receive  laboratory 
data  directly  into  their  systems  as 
discrete  searchable  data.  Since  the 
hospital  would  satisfy  the  reporting 
requirement  for  the  measure  under  the 
HOP  QDRP  by  reporting  “yes”  or  “no,” 
we  do  not  believe  the  adoption  of  this 
measure  in  the  HOP  QDRP  will  impede 
hospitals  from  receiving  their  full 
annual  payment  update  in  CY  2012  or 
beyond. 

Comment:  One  commenter 
recommended  that  the  measure  focus 
only  on  the  progress  of  implementing 
this  EHR  functionality  by  requiring 
hospitals  to  report  quarterly  updates  on 
the  progress  of  EHR  technology 
adoption.  Many  commenters  strongly 
recommended  that  CMS  adopt  a  “yes/ 
no”  structural  measure  format  as  the 
measure  indicator  in  order  to  minimize 
burden.  Some  commenters  claimed  that 
otherwise,  it  will  be  a  huge  burden  to 
sort  out  the  data.  Specifically,  these 
commenters  requested  clarifications  on: 

•  The  numerator  and  denominator 
definitions  (for  instance,  what  lab  tests 
are  to  be  included  or  excluded); 

•  The  distinction  between  encounters 
where  laboratory  data  are  ordered  as 
part  of  the  encounter,  and  encounters 
where  lab  data  are  ordered  as  a 
standalone  encounter; 

•  Issues  for  hospital-based  clinics 
where  patients  choose  to  receive 
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laboratory  services  outside  the  hospital 
outpatient  setting; 

•  The  type  of  laboratories  to  which 
this  measure  applies,  that  is,  if  it  is 
applicable  to  both  external/reference  lab 
interfaces  and  hospital  internal  facility 
laboratories; 

•  The  definition  of  EHR  versus 
qualified/certified  EHR; 

•  The  data  collection  frequency,  for 
example,  monthly,  quarterly,  or  yearly; 
and, 

•  Whether  the  data  collection 
includes  all  electronically  submitted 
laboratory  data  from  a  physician’s  office 
or  electronic  submission  of  the  number 
of  tests  out  of  all  encounters  including 
laboratory  data  not  ordered  in  a 
physician’s  office. 

Response:  We  thank  the  commenters 
for  their  input.  To  minimize  the  burden 
on  hospitals  in  connection  with  this 
measure,  we  have  adopted  the 
commenters’  suggestion  and  will  only 
require  hospital  outpatient  departments 
to.disclose  whether  they  have  HIT  with 
the  capability  to  receive  laboratory  data ' 
electronically  directly  into  a  certified/ 
qualified  EHR  as  discrete  searchable 
data.  A  “yes/no”  format  will  be  used  for 
this  structural  measure. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  this  measure  “Ability  for 
Providers  with  HIT  to  Receive 
Laboratory  Data  Electronically  Directly 
into  their  Qualified/Certified  EHR 
System  as  Discrete  Searchable  Data”  for 
the  CY  2012  annual  payment  update. 
Hospitals  will  be  required  to  submit  the 
information  needed  to  calculate  this 
^  measure  via  a  Web-based  collection  tool 
beginning  in  July  2011  and  HOPDs  will 
report  on  the  period  from  January  1 , 

2011  through  June  30,  2011.  The  Web- 
based  tool  will  be  made  available  on  the 
QualityNet  Web  site  that  we  currently 
use  to  collect  structural  measures  that 
we  have  adopted  for  the  Hospital 
Inpatient  Quality  Reporting  Program. 

c.  New  Claims-Based  Measures  for  the 
CY  2012  Payment  Determination 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46364),  for  the  CY  2012 
payment  determination,  we  proposed  to 
add  four  new  claims-based  imaging 
efficiency  measures  to  the  HOP  QDRP 
measurement  set,  all  of  which  were 
listed  as  under  consideration  for  CY 

2012  and  subsequent  years  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60637  through 
60641).  Imaging  efficiency  is  a  new  area 
of  measurement  that  we  first 
implemented  in  the  HOP  QDRP  for  the 
CY  2010  payment  determination  and 
subsequently  retained  for  the  CY  2011 
payment  determination.  There  are 


Currently  four  claims-based  imaging 
efficiency  measures  in  the  HOP  QDRP 
measurement  set  (OP-8  through  OP-11). 
The  four  new  proposed  imaging 
efficiency  measures  for  the  CY  2012 
payment  determination  are:  (1)  Pre- 
Operative  Evaluation  for  Low-Risk  Non- 
Cardiac  Surgery  Risk  Assessment,  (2) 

Use  of  Stress  Echocardiography,  SPECT 
MPI,  and  Cardiac  Stress  MRI  post 
CABG,  (3)  Simultaneous  Use  of  Brain 
Computed  Tomography  (CT)  and  Sinus 
Computed  Tomography  (CT),  and  (4) 

Use  of  Brain  Computed  Tomography 
(CT)  in  the  Emergency  Department  for 
Atraumatic  Headache. 

The  first  new  proposed  imaging 
efficiency  measure  for  the  CY  2012 
payment  determination  seeks  to 
calculate  relative  use  of  stress 
echocardiography,  stress  MRI,  and 
SPECT  MPI  prior  to  low-risk  non¬ 
cardiac  surgical  procedures  in  the  30 
days  preceding  the  surgery.  The  second 
new  proposed  claim-based  imaging 
efficiency  measure  for  the  CY  2012 
payment  determination  seeks  to 
estimate  relative  use  of  stress 
echocardiography  and  SPECT  MPI  in 
asymptomatic  patients  less  than  five 
years  after  a  coronary  artery  bypass  graft 
(CABG)  procedure. 

Cardiac  imaging  is  an  area  that  was 
not  addressed  in  CMS’  first  set  of 
outpatient  Imaging  Efficiency  measures. 
It  is  among  the  most  common  imaging 
services  in  the  Medicare  population.  In 
the  hospital  outpatient  setting,  762,419 
SPECT  MPI,  Stress  MRI  and  Stress 
Echocardiography  procedures  were 
performed  in  2008  alone.^  Further, 
between  1998  and  2006,  the  rate  of 
myocardial  perfusion  imaging  (MPI)  use 
in  Medicare  beneficiaries  increased  51 
percent  among  cardiologists  in  the 
hospital  setting,  and  by  215  percent  in 
private  offices.  During  the  same  time 
period,  total  Medicare  Part  B  payments 
for  MPI  across  all  settings  of  care 
increased  by  227  percent.^ 

SPECT  MPI,  Stress  MRI,  and  Stress 
Echocardiography  are  specific 
procedures  that  must  be  ordered  by  a 
physician  to  be  performed.  Therefore, 
there  is  a  distinct  opportunity  for  the 
physician  to  order  this  procedure 
prudently  based  on  best  practices. 

While  SPECT  MPI,  Stress  MRI,  and 
Stress  Echocardiography  enhance  the 
quality  of  care  when  used  appropriately, 


2  The  Lewin  Group  analysis  of  Medicare  Calendar 
Year  2007  claims  data  prepared  for  the  Centers  for 
Medicare  &  Medicaid  Services,  HHS  Contract  No: 
HHSM-500-2005-00241,  Order  No.  0002. 

3  Levin  DC.  Rao  VM,  Parker  L,  et  al.  Recent 
payment  and  utilization  trends  in  radionuclide 
myocardial  perfusion  imaging:  Comparison  betw'een 
self-referral  and  referral  to  radiologists.  ]  Am  Coll 
Radiol  2009:6:437-441. 


inappropriate  usage  of  imaging  would 
cause  unnecessary  waste  of  services, 
contribute  no  benefit  to  the  quality  of 
care,  and  could  increase  the  patient’s 
risk  of  cancer.  An  analysis  by  Gibbons 
et  al.^  found  that,  of  all  SPECT  MPI  ^ 
procedures  performed  at  the  Mayo 
Clinic  Rochester  in  May  2005,  14 
percent  were  considered  inappropriate 
using  criteria  published  by  the 
American  College  of  Cardiology 
Foundation  and  the  American  Society  of 
Nuclear  Cardiology,  and  an  additional 
1 1  percent  were  of  indeterminate 
appropriateness.®  This  study  also  found 
that  during  the  same  time  period,  18 
percent  of  all  stress  echocardiograms 
performed  were  inappropriate,  and  an 
additional  9  percent  were 
indeterminate. 

The  third  and  fourth  new  proposed 
imaging  efficiency  measures  for  the  CY 
2012  payment  determination  pertain  to 
appropriate  use  of  Brain  CT  imaging  in 
HOPDs.  These  are  “Simultaneous  Use  of 
Brain  Computed  Tomography  (CT)  and 
Sinus  Computed  Tomography  (CT),” 
and  “Use  of  Brain  Computed 
Tomography  (CT)  in  the  Emergency 
Department  for  Atraumatic  Headache.” 

A  report  in  the  New  England  Journal 
of  Medicine  ®  raised  serious  concerns 
about  the  use  and  overuse  of  CT 
scanning,  stating  that  for  an  estimated 
62  million  CT  scans  being  performed 
per  year,  a  third  are  unnecessary, 
resulting  in  patient  safety  issues 
including  unnecessary  radiation  and 
contrast  material  exposure,  and  the 
danger  associated  with  “false  positive” 
findings.  A  CT  scan  exposes  the  patient 
to  higher  doses  of  radiation  than  a 
conventional  x-ray  and  increases  the 
patient’s  risk  of  cancer. 

Brain  CTs  are  often  ordered  in 
addition  to  a  sinus  CT  for  patients  with 
sinusitis  because  headache  is  a  common 
symptom  related  to  sinusitis.  However, 
simultaneous  CT  sinus  and  brain 
imaging  for  headache  without  suspected 
complications  is  generally  considered 
inappropriate,  as  the  standard  anatomic 
coverage  of  a  CT  of  the  head  includes 
large  portions  of  the  paranasal  sinuses; 
thus,  ordering  both  procedures  is 
duplicative  and  inefficient.®  ®  The  third 


■•Gibbons  RJ.  Miller  TD,  Hodge  D,  et  al. 
Application  of  appropriateness  criteria  to  stress 
single-photon  emission  computed  tomography 
sestamibi  studies  and  stress  echocardiograms  in  an 
academic  medical  center.  J  Am  Coll  Cardiology 
2008;51:1283-9. 

5  Brenner  Df,  Hall  EJ.  November  29,  2007. 
Computer  Tomography — .An  Increasing  Source  of 
Radiation  Exposure.  New  England  J  of  Medicine 
2007:357(22):  2277-8^. 

®  Appropriateness  Criteria — Headache.  Reston, 
VA:  American  College  of  Radiology,  2009.  Accessed 
November  25,  2009  at  http://www.acr.OTg/ 
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new  proposed  imaging  efficiency 
measure  for  the  CY  2012  payment 
determination  “Simultaneous  Use  of 
Brain  CT  and  Sinus  CT”  assesses  the 
extent  to  which  patients  with  a 
headache  who  have  a  brain  CT  also  have 
a  sinus  CT  performed  on  the  same  date 
at  the  same  facility.  The  measure 
excludes  patients  with  trauma 
diagnoses,  tumors  or  orbital  cellulitis. 

TTie  fourth  new  proposed  imaging 
efficiency  measure  for  the  CY  2012 
payment  determination,  “Use  of  Brain 
Computed  Tomography  (CT)  in  the 
Emergency  Department  for  Atraumatic 
Headache,”  assesses  the  extent  to  which 
patients  presenting  with  a  headache 
receive  brain  CT  studies.  The  measure 
excludes  patients  admitted  or 
transferred  to  an  acute  care  hospital, 
patients  with  lumbar  punctures, 
dizziness,  paresthesia,  lack  of 
coordination,  subarachnoid  hemorrhage 
or  thunderclap  headaches.  The  lifetime 
prevalence  of  headache  is  over  90 
percent  for  men  and  women  and 
according  to  some  studies,  headache 
accounts  for  16  million  physician  visits 
annually  in  the  U.S.^  According  to 
Gold.stein  et  al.  (2006)  for  U.S. 
emergency  departments  (EDs)  from  1992 
to  2001,  headaches  represented 
approximately  2  percent  of  U.S.  ED 
visits.®  An  analysis  of  2007  Medicare 
claims  data  found  that  approximately 
200,000  Medicare  beneficiaries  had  a 
visit  to  an  ED  with  a  primary  diagnosis 
of  headache  with  about  half  of  these  ■ 
patients  (not  taking  into  account  the 
previously  mentioned  exclusion  of 
lumbar  punctures,  dizziness, 
paresthesia,  lack  of  coordination, 
subarachnoid  hemorrhage  or 
thunderclap  headaches)  receiving  a 
Brain  CT  coincident  with  the  ED  visit.® 
Unnecessary  or  duplicative  studies  are 
inefficient  and  detrimental  to  the 
patient  because  CT  exposes  the  patient 
to  higher  doses  of  radiation  than 
conventional  x-ray  and  increases  the 
patient’s  risk  for  cancer.^® 

Concern  over  the  inappropriate  use  of 
CT  Imaging  in  the  ED  setting  has  been 
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driven  by  three  major  factors:  False 
positive  interpretations,  radiation 
exposure,  and  cost.  There  is  generally  a 
lower  threshold  for  ordering  neuro¬ 
imaging  for  headache  in  the  ED  because 
of  physician  time  constraints  and  lack  of 
ED  physician  familiarity  with  headache 
presentation.  Because  of  this  lower 
threshold,  the  measurement  of  the  use 
of  CT  Brain  in  the  ED  for  patients  with 
a  diagnosis  of  a  traumatic  headache  can 
raise  awareness  of  the  need  for 
appropriate  use  of  CT  brain  imaging  in 
the  ED  and,  as  a  result  improve  patient 
safety  through  reduction  in  unnecessary 
radiation  exposure. 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  these  measures  are 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  These  measures  also 
meet  the  consensus  requirement 
because  these  measures  were  developed 
through  a  consensus-based  process 
involving  stakeholder  input.  For  the  CY 
2012  payment  determination,  we 
proposed  to  calculate  these  four 
measures  using  Medicare  claims  from 
CY  2010.  We  invited  comments  on  our 
proposal  to  add  these  four  new  imaging 
efficiency  measures  to  the  HOP  QDRP 
measurement  set  based  on  Medicare 
claims  from  CY  2010  for  the  CY  2012 
payment  determination. 

Like  the  current  imaging  efficiency 
measures  in  the  HOP  QDRP 
measurement  set,  these  four  measures 
are  based  on  Medicare  claims  and  will 
not  require  additional  data  submission 
on  the  part  of  hospitals.  All  four  of  these 
proposed  measures  are  currently 
undergoing  NQF  review,  and 
specifications  for  these  measures  are 
available  at  http:// 
www.imagingmeasures.com. 

•  Imaging  .Efficiency  Measures 

We  received  several  general 
comments  on  the  proposed  new  imaging 
efficiency  measures. 

Comment:  Some  commenters  agreed 
that  the  4  proposed  new  claim-based 
imaging  efficiency  measures  will 
enhance  patient  safety  in  the  hospital 
outpatient  setting,  based  on  the 


”  Ward  TN,  Leven  M,  Phillips  JM.  Evaluation  and 
management  of  headache  in  the  emergency 
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evidence  of  the  potential  harmful  effects 
of  excessive  radiation  exposure 
associated  with  the  use  of  imaging 
services.  One  commenter  encouraged 
CMS  to  publish  analysis  findings,  and 
seek  public  comments  before  making 
policy  decisions  to  adopt  these  four 
measures.  This  commenter  believed  that 
the  analysis  of  utilization  of  the  four 
proposed  imaging  procedures  should  be 
performed  separately. 

Response:  We  thank  the  commenters 
for  the  support  and  suggestions.  We 
developed  the  proposed  Imaging 
Efficiency  measures  by  means  of  a 
rigorous  process  that  included 
reviewing  current  literature  and  clinical 
guidelines,  and  seeking  the 
recommendations  of  a  technical  expert 
panel.  Also,  prior  to  proposing  to  adopt 
these  measures  for  the  HOP  QDRP,  we 
asked  for  public  comment  on  them  and 
considered  the  comments  as  we  refined 
the  measure  specifications.  The 
rulemaking  process  provided  another 
opportunity  for  the  public  to  provide 
input  and  voice  support  and  concerns 
regarding  the  proposed  measures.  We 
will  work  on  publishing  findings  for  the 
imaging  efficiency  measures. 

Comment:  One  commenter  noted  that 
the  American  College  of  Cardiology 
(ACC)  and  the  American  Society  of 
Nuclear  Cardiology  (ASNC)  guidelines 
for  imaging  are  conservative  and  that 
their  guidelines  tend  to  be  based  on 
expert  opinion  rather  than  on  evidence 
data.  The  commenter  stated  that  when 
the  clinical  conditions  for  some  patients 
do  not  fall  within  the  scope  of  these 
guidelines,  providers  are  compelled  to 
perform  the  imaging  study.  According  to 
the  commenter,  imaging  studies 
performed  under  such  circumstances 
should  not  be  automatically  considered 
inappropriate  or  medically  unnecessary. 
Another  commenter  requested  that 
before  CMS  adopts  the  proposed 
imaging  measures,  it  should  conduct  a 
comprehensive  assessment  of  the 
impact  of  the  existing  imaging  measures 
and  the  appropriateness  of  preoperative 
use  of  cardiovascular  imaging  using  the 
ACC  and  the  American  College  of 
Radiology  (ACR)  Appropriateness 
Criteria  as  references.  One  commenter 
suggested  that  CMS  adopt  the  quality 
data  measures  used  by  the  the  ACC 
registry  for  purposes  of  consistency  with 
the  cardiovascular  community’s 
appropriateness  criteria  and  in  order  to 
reduce  burden. 

Response:  Our  measure  development 
process  includes  an  extensive  review  of 
available  imaging  guidelines,  including 
the  ACC  and  the  ACR  Appropriateness 
Criteria  and  peer-reviewed  literature,.as 
well  as  collaboration  with  a  technical 
expert  panel.  Additionally,  in  instances 
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when  there  is  uncertainty  about  the 
appropriateness  of  an  imaging  study, 
they  are  treated  as  “exclusions”  in  the 
measurement  (that  is,  they  are  not 
included  in  the  measurement 
calculation).  Regarding  the  ACC  registry 
measures;  we  will  consider  this 
suggestion  and  will  evaluate  the 
feasibility  of  including  these  measures 
in  the  HOP  QDRP  program. 

Comment:  One  commenter  strongly 
believed  that  the  proposed  imaging 
efficiency  measures  are  in  fact  “gross 
unadjusted  utilization  rates”  measures 
and  stated  that  they  should  be  named  as 
such  to  avoid  confusion  to  the  public 
and  the  payers. 

Response:  We  do  not  believe  that  the 
proposed  imaging  efficiency  measures 
should  be  named  differently.  We  have 
undertaken  work  on  imaging  efficiency 
as  an  educational  effort,  aimed  at 
educating  the  public  about  the 
appropriate  use  of  and  risks  associated 
with  imaging  services  and  respective 
optimal  imaging  treatment  guidelines. 
We  recognize  that  imaging  services  may 
be  essential  in  the  diagnosis  and 
treatment  of  certain  conditions; 
however,  we  also  recognize  that  both 
the  over-  and  underutilization  of  these 
services  may  affect  both  the  safety  and 
quality  of  care  an  individual  receives. 
The  proposed  outpatient  imaging 
efficiency  measures  address  important 
patient  safety  concerns  related  to 
exposure  to  unnecessary  radiation  and/ 
or  contrast  materials,  and  promote  the 
efficient  use  of  imaging  procedures.  For 
this  reason,  we  do  not  believe  that  they 
are  simply  “gross  unadjusted  utilization 
rates”  as  the  commenter  suggests. 

Comment:  Some  commenters  did  not 
support  the  measures  for  the  following 
reasons:  (1)  The  absence  of  NQF- 
endorsement;  (2)  the  lack  of  evidence- 
based  correlation  between  the  number 
of  imaging  studies  performed  and  the 
quality  of  care  provided:  (3)  absence  of 
field-testing;  and  (4)  absence  of 
benchmarks. 

Response:  The  area  of  imaging 
efficiency  quality  measures  is  relatively 
new  and  challenging.  In  conjunction 
with  our  rigorous  consensus-based 
measure  development  process,  we  also 
reviewed  Medicare  data  which  indicates 
that  there  are  HOPDs  that  have  imaging 
practice  patterns  that  are  very  different 
than  the  majority  of  hospitals.  We 
anticipate  that  the  public  reporting 
process  will  heighten  provider 
awareness  of  patient  safety  and 
encourage  hospitals  to  proactively 
improve  their  quality  of  care. 

By  way  of  illustration,  our  analysis  of 
2008  Medicare  claims  data  found  that 
for  OP-10  Abdomen  CT  Use  of  Contrast 
Material,  the  national  average  ratio  was 


0.191,  with  half  of  the  hospitals  at  or 
below  0.107.  However,  5  percent  of  the 
hospitals  had  measure  ratios  at  or  above 
0.685,  and  1  percent  of  the  hospitals  had 
ratios  at  or  above  0.811.  Radiation 
exposure  from  a  single  CT  scan  of  the 
abdomen  is  about  1 1  times  higher  than 
it  is  for  an  ordinary  x-ray  of  the 
abdomen.  For  a  combination  CT  scan, 
radiation  exposure  is  22  times  higher 
than  it  is  for  an  x-ray  of  the  abdomen 
because  the  patient  is  given  two  scans. 
We  continue  to  believe  that  the  act  of 
quality  measure  reporting  and  its  impact 
can  be  powerful  catalysts  for 
improvement. 

As  we  stated  in  a  response  to  a 
previous  comment,  we  have  undertaken 
the  work  on  imaging  measures  as  an 
educational  effort,  aimed  at  educating 
the  public  about  the  appropriate  use  of 
and  risks  associated  with  imaging 
services  and  the  best  practices  for 
utilizing  them.  We  believe  that 
identifying  ihiaging  practice  patterns  is 
consistent  with  educational  and  quality 
improvement  efforts  for  hospitals,  and 
public  reporting  related  to  these  practice 
patterns  can  play  an  important  role  in 
the  Quality  improvement  process. 

Additionally,  the  collection  of  data  on 
the  proposed  imaging  efficiency 
measures  is  a  foundation  building 
exercise  that  will  help  us  determine  the 
distribution  of  provider  experiences  and 
results  across  a  national  data  set.  With 
regard  to  the  commenters’  concern  that 
there  has  been  no  field-testing  of  these 
measures,  we  do  not  believe  that  field- 
testing  is  necessary  for  these  claims- 
based  measures  because  we  can 
calculate  them  for  all  OPPS  hospitals 
based  on  claims.  Outpatient  imaging  is 
a  common  and  frequently  performed 
diagnostic  and  therapeutic  procedure. 
With  respect  to  commenters’  concern 
about  the  lack  of  benchmarks,  we 
recognize  that  while  the  quality  and 
safety  of  outpatient  imaging  services  are 
critically  important,  few  national 
standards  exist  to  address  the  variations 
in  the  delivery  of  outpatient  imaging 
services.  However,  analysis  of  Medicare 
outpatient  hospital  claims  data  indicates 
that  some  hospital  outpatient 
departments  have  patterns  of  care  in 
their  use  of  imaging  services  that  are 
significantly  different  than  the  patterns 
of  care  seen  in  most  other  hospital 
outpatient  departments.  We  believe  that 
identifying  these  practice  patterns  is 
consistent  with  educational  and  quality 
improvement  efforts  for  these  providers, 
and  that  public  reporting  related  to 
these  patterns  can  play  an  important 
role  in  the  quality  improvement  process 
We  intend  to  publicly  report  average 
rates  and  ratios  of  imaging  study 
utilization,  so  that  a  hospital  may 


compare  its  values  with  national  and 
State  values.  We  note  that  there  are 
currently  no  benchmarks  or  CMS 
definitions  of  appropriate  usage  rates 
associated  with  these  measures. 
However,  as  HOPDs  become  more 
familiar  with  these  measures,  we  are 
hopeful  that  such  benchmarks  can  be 
developed. 

Comment:  A  commenter  believed  that 
the  inclusion  of  risk-adjustment  and  a 
“within  range”  in  imaging  measures  are 
crucial  for  a  fair  and  unbiased 
comparison  of  different  facility  use 
rates. 

Response:  As  stated  above,  the 
outpatient  imaging.efficiency  measures 
were  developed  after  an  extensive 
review  of  literature  and  medical  society 
guidelines,  such  as  those  published  by 
the  ACR,  the  ACC  Foundation  and  the 
American  College  of  Physicians,  and 
after  consultation  with  a  technical 
expert  panel.  As  a  result  of  this  process, 
we  were  able  to  identify  medical 
conditions  for  which  imaging  services 
are  considered  appropriate,  and  these 
conditions  will  be  treated  as 
“exclusions”  and  will  not  be  included  in 
the  measure  calculations.  We  were  also 
able  to  conclude,  based  on  this  process, 
that  we  do  not  need  to  risk  adjust  the 
measures  once  the  exclusion  criteria 
have  been  applied.  Accordingly,  the 
outpatient  imaging  efficiency  measures 
will  not  be  risk  adjusted  but  instead  will 
be  calculated  as  raw/observed  rates  after 
the  exclusion  and  inclusion  criteria  are 
applied. 

Comment:  Some  commenters  stated 
that  patient  variables  coupled  with  a 
lack  of  clinical  information  in  the  chart 
make  it  difficult  for  a  physician  to  gauge 
if  an  imaging  test  is  appropriate  for  a 
patient.  Some  commenters  were 
concerned  that  the  proposed  claims- 
based  imaging  efficiency  measures  do 
not  capture  all  of  the  medical  reasons 
why  a  physician  would  order  a 
particular  imaging  study.  Several 
commenters  were  concerned  that  they 
may  not  have  the  opportunity  to  review 
the  claims  data  and  to  provide  CMS 
with  additional  clinical  information  for 
appropriate  exclusions  to  be  made. 

Response:  During  the  development  of 
the  proposed  outpatient  imaging 
efficiency  measures,  we  completed 
extensive  literature  reviews  and 
analyzed  appropriate  medical 
guidelines  to  determine  the 
appropriateness  of  imaging  studies  for 
various  medical  conditions,  such  as 
cancer  and  trauma.  In  addition,  we 
looked  to  see  whether  patient  variables, 
such  as  age,  needed  to  be  taken  into 
account  based  on  the  medical 
guidelines.  As  a  result  of  this  research, 
certain  diagnoses  will  be  excluded  from 
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the  measure  calculations  for  each  of  the 
proposed  imaging  measures  because  we 
have  concluded  that  an  imaging  study 
would  be  appropriate  for  those 
diagnoses. 

We  have  developed  the  specifications 
for  the  proposed  imaging  efficiency 
measures  by  looking  at  Medicare  claims 
data,  which  we  will  also  use  to  calculate 
the  measures.  We  believe  that  the  use  of 
claims  data  is  a  non-burdensome  data 
collection  approach  for  hospitals. 

During  the  measure  development 
process,  we  have  determined  that 
additional  clinical  information  beyond 
what  is  present  on  Claims  is  not 
necessary  in  order  to  identify 
exclusions.  However,  we  regularly 
review  whether  additional  codes  should 
be  added  in  order  to  determine 
exclusions. 

Additionally,  as  we  do  for  all  HOP 
QDRP  measures,  we  will  make  various 
resources  available  to  hospitals, 
including  measure  specifications  and 
literature,  and  will  send  a  hospital 
specific  report  to  each  hospital  prior  to 
the  time  we  publicly  report  the 
measures.  The  hospital  specific  reports 
will  contain  average  State  and  National 
measure  calculations,  as  well  as 
measure  specific  data  for  the  hospital, 
so  that  the  hospital  may  review  the 
measure  calculations.  This  allows 
hospitals  to  review  the  ordering 
behavior  of  physicians.  The  intent  of  the 
proposed  imaging  efficiency  measures  is 
to  encourage  hospital  outpatient 
departments  to  improve  their  quality  of 
care  and  to  equip  consumers  with 
quality  of  care  information  to  help  them  . 
make  more  informed  decisions  about 
their  health  care. 

Comment:  A  few  commenters  were 
concerned  about  the  potential 
perception  that  lower  imaging  usage  rate 
is  better  or  that  certain  uses  of  imaging 
technologies  results  in  inferior  care 
being  provided  to  patients. 

Response:  The  goal  of  the  imaging 
efficiency  measures  is  not  to  suggest 
that  lower  rates  of  imaging  services  are 
necessarily  better  or  that  certain  types  of 
imaging  studies  are  better  than  the 
others,  but  to  promote  the  efficient  use 
of  imaging  procedures  in  hospital 
outpatient  departments.  Our  analysis  of 
Medicare  claims  data  indicates  that 
there  are  hospital  outpatient 
departments  that  use  imaging  services 
significantly  more  or  less  than  most 
other  hospital  outpatient  departments. 
The  proposed  imaging  measures  are 
intended  to  identify  outlier  practice 
patterns,  which  we  believe  is  consistent 
with  our  educational  and  quality 
improvement  efforts,  and  for  which 
public  reporting  can  play  an  important 
role  in  the  quality  improvement  process. 


Comment:  One  commenter  noted  that 
different  hospitals  have  different 
preoperative  checklists  for  surgery  and 
that  the  documentation  of  imaging 
studies  will  differ  accordingly. 

Response:  The  proposed  imaging 
efficiency  measures  are  claims-based 
measures,  which  means  that  hospitals 
do  not  need  to  submit  any  additional 
data  in  order  for  us  to  calculate  them 
under  the  HOP  QDRP. 

We  also  received  comments  on 
individual  imaging  measures. 

•  Cardiac  Imaging  Preoperative  Risk 
Assessment  for  Non-Cardiac  Low-risk 
Surgery 

(This  measure  was  labeled  Pre¬ 
operative  Evaluation  for  Low-Risk  Non- 
Cardiac  Surgery  Risk  Assessment  in  the 
proposed  rule  (75  FR  46364).  However, 
we  are  changing  the  title  in  order  to 
make  explicit  reference  to  the  type  of 
preoperative  evaluation  for  risk 
assessment  and  the  type  of  imaging  that 
was  performed.) 

Comment:  A  few  commenters 
supported  the  proposed  measure  and 
noted  that  the  metric  is  reasonable  to 
monitor  unnecessary  imaging  testing 
and  expenses. 

Response:  We  thank  the  commenters 
for  their  support  and  their  recognition  of 
the  importance  of  this  proposed 
measure. 

Comment:  Two  commenters  believe 
that  because  the  imaging  study  must  be 
ordered  by  a  physician^  the  proposed 
measure  is  focused  on  a  physician 
service,  rather  than  on  the  quality  of 
care  performed  by  a  hospital  outpatient 
department.  Commenters  requested 
clarification  on  the  accountability  for 
the  imaging  procedure  when  it  is 
ordered  by  a  physician  outside  the 
hospital  in  which  the  study  is 
performed.  One  commenter 
recommended  that  the  proposed 
measure  be  included  in  the  PQRI  so  that 
physicians  who  order  the  study  will 
also  be  held  accountable. 

Response:  We  thank  the  commenters 
for  the_  suggestions.  The  intent  of  the 
Cardiac  Imaging  Preoperative  Risk 
Assessment  for  Non-Cardiac  Low-risk 
Surgery  measure  is  to  encourage  both 
hospitals  and  clinicians  to  improve  their 
quality  of  care  and  to  equip  consumers 
with  quality  of  care  information  to  help 
them  make  more  informed  decisions 
about  their  health  care.  We  strongly 
believe  that  this  measure  will  provide 
hospitals  with  an  opportunity  to  look 
for  areas  of  improvement.  Because 
hospitals  submit  claims  to  Medicare  for 
the  services  they  furnish  both  to 
inpatients  and  outpatients,  they  have  a 
responsibility  to  ensure  that  the  services 


they  furnish  and  that  are  paid  by 
Medicare  are  appropriate  and  necessary. 

Comment:  Some  commenters  cited  , 
the  Appropriateness  Criteria, 
established  by  the  ACC  and  endorsed  by 
the  American  Society  of 
Echocardiography  (ASE),  which  state 
that  a  stress  echocardiogram  may  be 
appropriate  for  low-risk  non-cardiac 
surgery  patients  if  they  experienced 
cardiac  symptoms  within  30  days  prior 
to  surgery.  Commenters  also  stated  that, 
in  other  instances,  the  imaging  study 
may  be  ordered  30  days  prior  to  the 
surgery  for  reasons  not  tied  to  pre¬ 
operative  evaluation.  Therefore,  the 
commenters  believed  that  the  measure 
numerator  should  exclude  patients  who 
underwent  stress  imaging  within  30 
days  of  low-risk  surgery  for  unrelated, 
acceptable  indications. 

Response:  Clinical  guidelines, 
including  those  published  by  or  in 
collaboration  with  the  ACC,  ASE, 

ASNC,  AHA,  ACP,  ACEP,  SCAI,  and 
SCMR,  generally  indicate  that  cardiac 
imaging  is  not  needed  prior  to  low-risk 
surgery  in  low-risk  patients:  however,  it 
is  not  possible  to  determine  high-risk 
patients  from  claims  data.  For  this 
reason,  we  do  not  expect  the  measure 
ratio  to*  be  zero. 

Comment:  Some  commenters 
remarked  that  given  the  infrequent 
occurrence  of  low  risk  non-cardiac 
surgeries,  this  measure  may  not  actually 
assess  whether  there  are  significant 
differences  in  the  provision  of  the 
imaging  tests  and  their  impact  on  the 
quality  of  care  provided. 

Response:  We  understand  the 
commenters’  point  of  view.  The  number 
of  imaging  studies  that  the  measure 
assesses  may  not  be  large,  however  for 
the  reasons  we  discussed  above,  we 
believe  this  measure  can  satisfy  our  goal 
to  identify  outlier  practice  patterns  and 
encourage  HOPDs  to  improve  their 
quality  of  care. 

Comment:  Two  commenters  asked  for 
clarifications  on  data  collection,  the 
potential  need  for  separate  codes,  and 
the  criteria  for  determining  overuse  of 
echocardiography  for  the  proposed  “Pre 
Operative  Evaluation  for  Low-Risk  Non- 
Cardiac  Surgery  Risk  Assessment” 
measure. 

Response:  The  specifications  for  this 
measure  are  available  online  through 
QualityNet  for  HOP  QDRP-adopted 
measures  and  through  http:// 

M'vvM'.  imagingmeasures.com  .These 
specifications  include  the  diagnostic 
and  procedural  codes  included  in  the 
measure,  as  well  as  any  exclusion 
criteria  that  will  be  applied. 

Comment:  A  commenter  inquired  if  a 
stress  test  can  be  ordered  for  a  patient 
having  low  risk  surgery  if  chest  pain  or 
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dyspnea  on  exertion  (DOE)  are 
documented  in  the  history  and  physical, 
provided  the  surgery  diagnosis  is  listed 
on  the  order  form  or  the  care  plan  as 
well. 

Response:  The  goal  of  the  measure  is 
not  to  dictate  how  to  practice  medicine 
or  under  what  circumstances  imaging 
studies  should  be  ordered.  We  refer  the 
commenter  to  the  measure 
specifications  on  Preoperative  Risk 
Assessment  at  http:// 
ww.’w. imagingmeasures.com  for  detailed 
information  about  the  measure.  We  also 
refer  readers  to  our  previous  discussion 
about  exclusion  criteria  for  the  quality 
measures. 

Comment:  A  commenter  was 
concerned  about  the  potential  absence 
of  documentation  by  a  referring 
physician  regarding  which  low-risk 
surgery  would  be  performed. 

Response:  The  specifications  for  the 
measure  include  a  list  of  the  applicable 
low-risk  surgeries.  We  expect  that  the 
referring  physician  would  document 
which  low-risk  surgery  was  going  to  be 
performed. 

Comment:  Some  commenters 
suggested  that  CMS  delay  adopting  this 
measure  until  meaningful 
differentiation  of  quality  is  provided  by 
the  imaging  efficiency  measure. 

Response:  This  measure  shows 
substantial  variation  among  hospitals, 
and  thus  presents  an  opportunity  for 
hospitals  to  engage  in  quality 
improvement  efforts.  We  believe  that 
preoperative  risk  assessment  for  low- 
risk  surgeries  is  an  important  clinical 
topic  for  quality  improvement. 

Cotnment:  Commenters  requested  that 
CMS  define  the  term  “low-risk”  and 
provide  the  sources  used  to  make  the 
determination  and  identify  what  is  the 
appropriate  usage  rate. 

Response:  For  the  Cardiac  Imaging  for 
Preoperative  Risk  Assessment  for  Non- 
Cardiac  Low-Risk  Surgery  measure,  low- 
risk  surgery  is  defined  in  the  measure 
specifications  as  “cardiac  death  or 
myocardial  infarction”  in  less  than  1 
percent  of  performed  procedures.  This 
definition  was  chosen  after  a  literature 
review  including  Auerbach  A.,  Goldman 
L.,  Assessing  and  reducing  the  cardiac 
risk  of  noncardiac  surgery.  Circulation. 
2006  Mar  14;113(10);136i-76:  Schouten 
O.,  Bax  J.,  Poldermans  D.,  Assessment  of 
cardiac  risk  before  non-cardiac  general 
surgerv.  Heart.  2006  Dec  92  (12):  1866- 
1872.  boi:  10.1136/hrt.2005.073627; 
Gregoratos  G.,  Current  guideline-based 
preoperative  evaluation  provides  the 
best  management  of  patients  undergoing 
noncardiac  surgery.  Circulation.  2008 
Jun  17:117(24):3145-51;  discussion 
3151;  Wijeysundera  DN,  Austin  PC, 
Beattie  WS,  Hux  JE,  Laupacis  A.,  A 


population-based  study  of  anesthesia 
consultation  before  major  noncardiac 
surgery.  Arch  Intern  Med.  2009  Mar 
23;169(6):595-602.  PMID:  19307523; 
and  Fleisher  LA,  et  al,  ACC/ AHA  2006 
Guidelines  update  on  perioperative 
cardiovascular  evaluation  for 
noncardiac  surgery:  focused  update  on 
perioperative  beta-blocker  therapy:  a 
report  of  the  ACC/ AH  A  Task  Force  on 
Practice  Guidelines.  Circulation.  2006 
Jun  6;113(22):2662-74.  The  categories 
for  low-risk  surgery  are  also  identified 
in  the  measure  specifications,  and  CMS 
consulted  with  the  ACC  to  harmonize 
the  list  of  low-risk  surgeries  that  are 
included  in  the  measure.  ACC 
Appropriateness  Criteria  for  SPECT 
MPI,  include  low-risk  categories  such  as 
endoscopic  procedures,  superficial 
procedure,  cataract  surgery,  and  breast 
biopsy.  Using  these  categories,  we 
identified  what  CPT  procedure  codes 
would'apply  for  purposes  of  the 
measure.  With  regard  to  the  comment 
about  usage  rate,  medical  specialty 
society  guidelines  generally  indicate 
that  cardiac  imaging  is  not  needed  prior 
to  low-risk  surgery  in  regular-  and  low- 
risk  patients.  As  noted  above,  we  do  not 
expect  the  measure  ratio  to  be  zero.  The 
purpose  of  the  measure  is  to  identify 
HOPD  practice  patterns  and  to  alert 
HOPDs  if  their  imaging  patterns  appear 
to  be  significantly  different  than  the 
imaging  patterns  of  the  majority  of 
HOPDs. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  Cardiac  Imaging 
Preoperative  Risk  Assessment  for  Non- 
Cardiac  Low-risk  Surgery  measure. for 
the  GY  2012  payment  determination. 

•  Use  of  Stress  Echocardiography, 
SPECT  MPI,  and  Cardiac  Stress  MRI 
Post-CABG 

Comment:  A  few  commenters  stated 
that  the  measure  is  consistent  with 
currently  published  guidelines. 
Furthermore,  commenters  believed  the 
measure  has  a  reasonable  metric  to 
monitor  unnecessary  testing  and 
expenses,  and  addresses  the  appropriate 
use  of  SPECT  to  detect  graft  occlusions 
and  progressive  disease  in  native 
arteries,  especially  if  the  denominator 
population  is  asymptomatic  patients 
who  are  free  of  both  signs  and 
symptoms. 

Response:  We  appreciate  the 
commenters’  recognition  of  the  benefits 
of  this  measure.  However,  as  we 
describe  more  fully  below,  we  are 
opting  to  not  finalize  it  at  this  time. 

Comment:  A  commenter  stated  that 
there  is  no  clinical  consensus  on  the 
appropriateness  of.the  performance  of 
stress  imaging  within  5  years  of  CABG. 


The  commenter  was  unclear  about  the 
purpose  of  tracking  utilization  of  stress 
imaging  post-CABG. 

Response:  This  measure  was 
developed  through  a  consensus-based 
process  that  included  consultation  with 
a  technical  expert  panel,  an  analysis  of 
available  and  appropriate  medical 
guidelines,  and  a  review  of  peer- 
reviewed  literature.  Guidelines 
consulted  in  the  development  of  this 
measure  were  issued  by  numerous 
medical  societies,  including  the  ACC 
Foundation,  American  Heart 
Association,  American  Society  of 
Echocardiography,  American  College  of 
Emergency  Physicians,  American 
College  of  Radiology,  Society  of 
Cardiovascular  Computed  Tomography, 
and  American  Society  of  Nuclear 
Cardiology. 

Cardiac  imaging  is  among  the  most 
common  imaging  services  in  the 
Medicare  population,  and  has 
experienced  significant  growth  in  the 
past  decade.  Nuclear  imaging  has  been 
one  of  the  major  contributors  to  the 
growth  in  radiation  exposure  in  the 
Medicare  population.  SPECT  MPI, 

Stress  MRI,  and  Stress 
Echocardiography  are  specific 
procedures  that  must  be  ordered  by  a 
physician  to  be  performed.  We  believe 
that  the  adoption  of  this  measure  would 
provide  an  opportunity  for  HOPDs  to 
evaluate  their  practice  patterns  and 
reduce  the  incidence  of  unnecessary 
imaging  studies  without  compromising 
the  quality  of  care  that  they  provide  to 
their  patients.  However,  for  reasons 
discussed  below,  we  are  not  finalizing 
this  proposed  measure  at  this  time. 

Comment:  Some  commenters  noted 
that  the  proposed  measure,  with  the 
exclusions  as  written,  may  result  in 
insufficient  denominators  and 
numerators,  and  this  could  lead  to 
statistically  invalid  comparisons  of 
hospital  care.  Commenters  were 
concerned  that  the  exclusions  may  not 
include  asymptomatic  patients  (such  as 
in  some  diabetic'patients  or  women),  or 
all  of  the  postoperative  issues  that  could 
appropriately  trigger  the  use  of  stress 
perfusion  testing,  for  example,  new 
onset  or  other  indications  of  heart 
failure,  new  left  ventricular  enlargement 
and  ventricular  arrhythmias,  chest  pain, 
and  dyspnea  on  exertion.  Additionally, 
commenters  noted  that  providers  may 
not  have  access  to  all  of  the  clinical 
information  required  to  consider  and 
fully  evaluate  such  issues.  One 
commenter  was  concerned  that  the 
measure  may  not  correctly  identify  the 
symptomatic  status  of  the  patients  based 
on  tbe  ICD-9  codes  obtained  from 
claims  data.  Commenters  suggested  that 
CMS  not  adopt  the  measure  until  it  has 
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been  endorsed  by  the  NQF,  has 
undergone  more  refinement  to  allow  for 
differentiation  of  quality  and  been 
appropriately  structured  to  avoid 
unintended  consequences. 

Response:  The  NQF  Steering 
Committee  has  suggested  a  number  of 
changes  to  this  measure,  including 
expanding  it  to  include  Percutaneous 
Coronary  Intervention  (PCI).  The 
Steering  Committee  encouraged  us  to 
consider  the  recommended  changes  and 
to  submit  a  revised  measure  to  NQF  at 
a  later  date.  While  we  are  not  required 
to  adopt  only  NQF-endorsed  measures, 
we  want  to  take  the  opportunity  to. 
consider  the  suggestions  made  hy  the 
Steering  Committee  for  potential 
improvements  to  the  measure  and 
further  examine  some  of  the  technical 
issues  raised  during  the  Committee’s 
discussion.  Therefore,  we  are  not 
finalizing  this  measure  for  the  CY  2012 
payment  determination. 

Comment:  One  commenter  asked  for 
clarification  on  data  validation  for  this 
measure.  The  commenter  was 
concerned  by  the  fact  that  physicians  do 
not  routinely  indicate  a  diagnosis  of 
“Post-CABG”  on  orders  for  the 
diagnostic  services  and  this  may  hamper 
CMS’s  efforts  to  identify  these  cases 
through  claim  submission. 

Response:  As  noted  above,  we  have 
opted  to  not  finalize  this  measure  at  this 
time.  However,  should  we  decide  to 
finalize  it  in  the  future,  we  would  '■ 
calculate  it  using  Medicare  FFS  claims 
data. 

Comment:  Some  commenters  believe 
that  the  measure  is  inconsistent  with  the . 
ACC  Appropriate  Use  Criteria,  which 
state  that  the  determination  of  SPECT 
imaging  appropriateness  for  patients 
who  are  less  than  5  years  post-CABG 
includes  consideration  of  physician 
judgment  and  patient  condition.  Two 
commenters  were  concerned  that  the 
adoption  of  this  measure  will  suggest  to 
the  public  that  there  is  consensus  that 
post-GABG  use  of  the  imaging  studies  is 
inefficient  and  is  not  high  quality  care. 

Response:  We  do  not  agree  that  the 
measure  is  inconsistent  with  the  ACC 
Appropriate  Use  Criteria,  or  that  its 
adoption  into  the  HOP  QDRP  will 
suggest  to  the  public  that  post-CABG 
use  of  imaging  studies  is  always 
inefficient.  However,  as  explained 
above,  in  light  of  the  NQF  Steering 
Committee’s  recent  recommendations  to 
expand  the  measure  to  include  PCI.  we 
have  decided  to  not.  finalize  the  measure 
at  this  time. 

After  considering  the  public 
comments  we  received,  we  are  not 
finalizing  the  Use  of  Stress 
Echocardiography,  SPECT  MPI,  and 
Cardiac  Stress  MRI  post-CABG  measure 


for  the  CY  2012  payment  determination. 
We  will,  however,  consider  proposing 
this  measure  for  the  HOP  QDRP  in  the 
future. 

•  Simultaneous  Use  of  Brain  Computed 
Tomography  (CT)  and  Sinus  Computed 
Tomography  (CT) 

Comment:  Some  commenters  believed 
that  the  percentage  of  patients  who 
receive  both  a  brain  CT  and  a  sinus  CT 
on  the  same  day  is  so  small  (only  5 
percent)  that  it  would  be  hard  to 
pinpoint  how  many  of  the  scans  would 
be  considered  inappropriate  or  over¬ 
utilized.  Alternatively,  commenters 
recommended  that  CMS  adopt  the  “CT 
dose  reduction”  measure  developed  by 
the  AMA  Consortium  and  the  ACR. 
Commenters  believed  that  this  measure 
would  apply  to  a  larger  number  of 
patients  and  that  it  could  be  used  to 
track  larger  critical  organ  doses. 

Response:  The  intent  of  the* 
Simultaneous  Use  of-Brain  CT  and 
Sinus  CT  measure  is  to  assess  whether 
potentially  unnecessary  sinus  CTs  are 
being  performed  on  patients  who  have 
already  undergone  brain  CTs.  We  do  not 
intend  for  the  rate  to  be  reduced  to  zero. 
Despite  the  fact  that  a  small  proportion 
of  claims  indicate  same  day  combined 
studies,  we  have  substantial  concerns 
regarding  radiation  exposure  from  the 
simultaneous  use  of  these  two  imaging 
modalities.  Our  analysis  of  Medicare 
data  fpr  2008  found  that  over  68,000 
Medicare  patients  received  this  dual 
radiation  exposure.  Although  we  agree 
that  the  relative  incidence  of  dual 
imaging  would  be  low,  we  believe  that 
the  measure  establishes  a  clear 
opportunity  for  improvement  by 
heightening  providers’  awareness  of 
patient  safety  in  imaging  studies. 

Comment:  One  commenter  felt  that 
there  was  an  accountability  issue 
because  a  physician  orders  the  study 
and  the  hospital  outpatient  department 
follows  the  order  and  provides  the 
imaging  service. 

Response:  The  intent  of  this  imaging 
efficiency  measure  is  to  encourage 
hospitals  to  improve  their  quality  of 
care.  Although  we  recognize  that  these 
studies  are  ordered  by  physicians,  we 
believe  that  hospitals  have  a 
responsibility  to  ensure  that  the  services 
they  furnish  and  for  which  they  are  paid 
by  Medicare  are  appropriate  and 
necessary.  This  measure  will  provide 
hospitals  with  an  opportunity  to  look 
for  areas  of  improvement  and,  we  hope, 
reduce  the  incidence  of  unnecessary 
radiation  exposure. 

Comment:  One  commenter  supported 
the  measure’s  focus  on  patient  safety 
and  unnecessary  radiation  exposure; 


Response:  We  thank  the  commenter 
for  the  support. 

After  considering  the  public 
comments  we  received,  we  are 
finalizing  the  Simultaneous  Use  of  Brain 
Computed  Tomography  (CT)  and  Sinus 
Computed  Tomography  (CT)  measure 
for  the  CY  2012  payment  determination. 

•  Use  of  Brain  Computed  Tomography 
(CT)  in  the  Emergency  Department  for 
Atraumatic  Headache 

Comment:  Some  commenters 
supported  the  measure  because  (1)  It 
targets  an  area  of  known  overuse,  (2)  it 
is  consistent  with  ACR  Appropriateness 
Criteria  which  indicates  that  CT  of  the 
head  is  usually  appropriate  in  a  wide 
range  of  clinical  circumstances  (for 
example,  sudden  onset  of  severe 
headache,  sudden  onset  of  unilateral 
headache,  suspected  carotid  or  vertebral 
dissection,  ipsilateral  Horner’s 
syndrome,  new  headache  in  a  patient 
older  than  60  with  a  sedimentation  rate 
high  than  55,  etc.),  but  is  not 
appropriate  for  patients  who  present 
with  a  headache  but  do  not  have  other 
neurological  symptoms,  and  (3)  it  serves 
a  public  health  need.  Commenters  noted 
that  headache  imaging  performed  in  the 
ED  on  patients  with  non-focal 
neurologic  exams  yields  a  low 
percentage  of  positive  studies,  and  they 
believed  that  cumulative  population 
radiation  dose  is  a  valid  concern. 
Commenters  believed  the  measure’s 
exclusion  criteria  are  well  thought  out. 

Response:  We  appreciate  the 
commenters’  recognition  of  our  efforts 
and  thank  them  for  the  support. 

Comment:  Some  commenters  opposed 
this  measure  because  they  believed  the 
measure  is  a  flawed  utilization  measure 
rather  than  a  true  efficiency  measure. 
Commenters  stated  that  the  measure 
does  not  follow  published  guidelines  for 
care  and  will  not  produce  reliable  and 
valid  results  about  the  quality  of  care.  A 
commenter  was  concerned  that  ED 
physicians  may  face  a  liability  issue  if 
they  do  not  order  a  CT  in  these 
circumstances. 

Response:  We  disagree  with  the 
commenters.  As  we  explained  earlier, 
our  consensus-based  measure 
development  process  for  this  imaging 
measure  was  rigorous  and  included  an 
extensive  review  of  available  imaging 
guidelines  and  peer-reviewed  literature, 
as  well  as  collaboration  with  a  technical 
expert  panel.  The  guidelines  used  in  the 
development  of  this  measure  included 
those  from  the  U.S.  Headache 
Consortium  in  collaboration  with  the 
American  Academy  of  Neurology,  the 
Singapore  "Ministry  of  Health,  the 
American  College  of  Emergency 
Physicians,  and  the  American  College  of 
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Radiology.  We  note  that  the  imaging 
efficiency  measures  are  designed  to  look 
at  practice  patterns  in  the  aggregate 
instead  of  individual  case  decisions.  We 
believe  that  patient  safety  concerns 
should  play  a  role  in  medical  decision 
making  in  addition  to  other  concerns 
(such  as  malpractice  liahility). 

After  considering  the  public 
comments  we  received,  we  are 
finalizing  the  Use  of  Brain  Computed 
Tomography  (CT)  in  the  Emergency 
Department  for  Atraumatic  Headache 
measure  for  the  CY  2012  payment 
determination. 

In  summary,  after  consideration  of  the 
public  comments  wd  received,  we  are 
finalizing  three  imaging  efficiency 
measures:  “Cardiac  Imaging  for 
Preoperative  Risk  Assessment  for  Non- 
Cardiac  Low-Risk  Surgery”: 
“Simultaneous  Use  of  Brain  Computed 
Tomography  (CT)  and  Sinus  Computed 
Tomography  (CT)”;  and  “Use  of  Brain 
Computed  Tomography  (CT)  in  the 
Emergency  Department  for  Atraumatic 
Headache”  for  the  CY  2012  payment 
determination  and  subsequent  payment 
determinations. 

d.  New  Chart- Abstracted  Measures  for 
the  CY  2012  Payment  Determination 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46365),  we  proposed  to  add 
one  new  chart-abstracted  measure  to  the 
HOP  QDRP  measurement  set  for  the  CY 
2012  payment  determination:  “Troponin 
Results  for  Emergency  Department  acute 
myocardial  infarction  (AMI)  patients  or 
chest  pain  patients  (with  Probable 
Cardiac  Chest  Pain)  Received  within  60 
minutes  of  arrival.”  Troponin  is  used  to 
help  diagnose  a  heart  attack,  to  detect 
and  evaluate  mild  to  severe  heart  injury, 
and  to  distinguish  chest  pain  that  may 
be  due  to  other  causes. 

This  measure  is  based  upon  the 
existing  ED-AMI/Chest  Pain 
populations  for  which  we  have  adopted 
five  measures  in  the  current  HOP  QDRP 
measurement  set.  In  the  proposed  rule, 
we  noted  that  this  measure  was 
undergoing  NQF  review. 

Both  patients  and  clinicians  are 
affected  by  the  timeliness  of  laboratory 
reporting.^2  Decreasing  laboratory 
turnaround  times  increases  ED 
efficiency,  specifically  by  decreasing 
diversion  time  from  treatment  of 
patients  and  decreasing  length  of  stay.^^ 


Howanitz  JH,  and  Howanitz  PJ.  Laboratory 
results:  Timeliness  as  a  quality  attribute  and 
strategy.  Am  J  Clin  Pathol.  2002  Sep;116(3):311-5. 

Storrow  AB,  Zhou  C,  Gaddis  G,  Han  JH,  Miller 
K,  Klubert  D,  Laidig  A.  and  Aronsky  D.  Decreasing 
lab  tumaroimeftime  improves  emergency 
department  throughput  and  decreases  emergency 
medical  services  diversion:  A  simulation  model. 
Acad  Emerg  Med.  2008  Nov;15(ll):1130-5. 


Decreasing  the  number  of  hours  a  day 
on  diversion  as  well  as  decreasing 
patients’  lengths  of  stay  in  EDs  allows 
for  the  treatment  of  a  greater  number  of 
patients.  In  addition,  the  length  of 
hospital  stays  and  mean  turnaround 
times  have  been  found  to  be 
correlated. Efficiencies  in  throughput 
with  tasks  can  lead  to  less  diversion, 
less  overcrowding,  fewer  elopements 
and  less  financial  loss.’^ 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because  this  measure  underwent 
development  through  a  consensus-based 
measure  development  process  involving 
stakeholder  input.  We  noted  in  the 
proposed  rule  that  we  anticipated  that 
this  measure  would  be  endorsed  by  the 
NQF. 

In  the  proposed  rule  we  stated  that  if 
adopted,  data  collection  for  this 
measure  would  begin  with  January  1, 
2011  discharges,  and  data  would  be 
submitted  quarterly. 

We  invited  public  comment  on  our 
proposal  to  add  this  new  chart- 
abstracted  measure  to  the  HOP  QDRP 
measure  set  and  the  submission  process 
for  the  CY  2012  payment  determination. 

Comment:  Many  commenters 
supported  this  measure  because  it 
supplements  the  existing  measures  on 
the  topic  of  heart  attack/chest  pain  care 
for  ED  patients  who  are  transferred  to 
other  hospitals  for  advanced  cardiac 
care.  Commenters  noted  that  the 
proposed  time  frame  is  reasonable  and 
the  measure  is  a  useful  quality  metric. 
Commenters  commended  CMS  for 
proposing  to  adopt  the  measure  because 
it  relates  to  an  issue  that  is  meaningful 
to  the  public,  and  they  recognized  that 
the  measure  is  important  for  both  public 
reporting  and  payment  policy.  One 
comment er  appreciated  that  only  one 


Holland  LL,  Smith  LL,  and  Blick  KE.  Reducing 
laboratory  turnaround  time  outliers  can  reduce 
emergency  department  length  of  stay:  An  11- 
hospital  study.  Am  J  Clin  Pathol.  2005 
Nov;124(5):672-4. 

’®Falvo  T,  Grove  L,  Stachura  R,  and  Zirkin  W. 
The  financial  impact  of  ambulance  diversions  and 
patient  elopements.  Acad  Emerg  Med.  2007 
ian;14(l):58-62. 


chart-abstracted  measure  was,  proposed 
for  the  CY  2012  payment  determination 
as  this  would  lessen  the  burden  on 
hospital  outpatient  departments. 

Response:  We  thanlcthe  commenters 
for  their  support  and  appreciation  of  our 
efforts  to  limit  the  reporting  burden  for 
hospitals. 

Comment:  A  few  commenters  were 
very  concerned  about  the  burden 
generated  from  chart-abstraction  for  this 
measure  and  recommended  that  CMS 
first  assess  whether  HOPDs  have  the 
ability  to  collect  and  report  additional 
chart-abstracted  measures  before 
proceeding  to  adopt  this  measure. 
Commenters  suggested  a  “yes/no” 
measure  format  to  minimize  the 
reporting  burden.  One  commenter 
requested  delaying  the  implementation 
of  this  measure  until  there  is  NQF- 
endorsement. 

Response:  We  thank  the  commenters 
for  their  suggestions.  We  recognize  the 
additional  burden  of  collection  of  data 
via  chart  abstraction.  However,  we 
anticipate  that  the  additional  data  that 
hospitals  will  need  to  submit  for  this 
measure  will  be  minimal  because  there 
are  only  two  chart  abstracted  data 
elements  required,  and  the  measure 
applies  to  a  patient  population  for 
which  charts  are  already  being 
abstracted  for  other  measures  (ED- AMI). 
This  measure  is  currently  under  NQF 
review  and  is  expected  to  be  endorsed 
in  the  fall  of  2010.  However,  as  we  have 
previously  stated,  NQF  endorsement  is 
not  a  requirement  for  adopting  measures 
for  the  HOP  QDRP. 

Comment:  Many  commenters  were 
concerned  that  the  measure  may  have 
an  unintended  consequence  of 
inadvertently  encouraging  hospitals  to 
hold  patients  in  the  EDs  longer  than 
necessary  in  order  to  run  the  Troponin 
test  and  comply  with  the  measure 
requirement.  A  commenter  was 
concerned  that  the  Troponin  test  may 
hold  up  lab  slots  and  prolong  the  lab 
waiting  time  for  other  patients.  Other 
commenters  were  concerned  about  the 
applicability  of  the  measure  to  smaller 
hospitals  which  have  less  resources  and 
less  technology  and,  thus,  may  not  be 
able  to  meet  the  requirement  in  a  timely 
manner.  One  commenter  recommended 
field  testing  the  measure  at  small 
hospitals  to  determine  its  feasibility  in 
those  facilities. 

Response:  The  measure  does  not 
require  HOPDs  to  run  a  Troponin  test  on 
patients  for  management  of  acute 
myocardial  infarction  in  the  ED. 
However,  we  believe  that  use  of  the  test 
facilitates  decision  making  in  the 
treatment  of  time  sensitive  conditions 
such  as  AMI  and,  for  that  reason, 
believe  that  results  of  the  test  should  be 


Federal  Register/ Vol.  75,  No.  226 /Wednesday,  November  24,  2010 /Rules  and  Regulations  72083 


available  on  a  timely  basis.  The 
denominator  of  the  measure  will  only 
consist  of  those  cases  for  which  a 
Troponin  test  is  ordered.  We  use  field- 
testing  to  the  extent  it  is  feasible  and 
practical  in  order  to  assess  the 
completeness  of  the  measure 
specifications  in  capturing  numerators, 
denominators,  and  exclusions  for  chart 
abstracted  measures.  We  will  consider 
whether  to  field  test  of  this  measure  in 
small  hospitals  as  suggested  by  the 
commenter. 

Comment:  One  commenter  did  not  see 
the  evidence  linking  the  reporting  of 
this  measure  with  improved  patient 
outcomes. 

Response:  The  use  of  a  Troponin  test 
is  important  in  the  triage  of  patients 
with  chest  pain  that  do  not  have  ST 
elevation.  Use  of  the  test  facilitates 
decision  making  in  the  treatment  of  time 
sensitive  conditions  such  as  AMI.  A 
timely  report  of  Troponin  results  is 
crucial  to  being  able  to  provide  the  most 
optimal  care  for  the  patient.  The 
measure  focuses  on  the  timeliness  of 
care  as  well  as  delays  in  ED 
management  of  this  type  of  patients 
caused  by  delays  in  the  availability  of 
laboratory  data. 

Comment:  Some  commenters  believed 
that  Troponin  is  not  an  effective  marker 
for  the  diagnosis  of  AMI,  and  for 
patients  with  a  positive  ST-elevation 
myocardial  infarction  (STEMI),  their 
Troponin  level  will  not  affect 
physicians’  decisions  to  transfer 
patients  to  bigger  hospitals.  Commenters 
indicated  that  the  proposed  60-minute 
timeframe  is  unrealistic  in  the  event  that 
the  Troponin  test  has  to  be  repeated  for 
verification.  Commenters  requested  that 
CMS  not  adopt  this  measure  due  to 
concerns  about  the  inconsistencies 
surrounding  the  use  and  interpretation 
of  Troponin  testing.  Other  commenters 
indicated  that  the  lack  of 
standardization  in  Troponin  assays  may 
yield  different  Troponin  test  results. 

One  commenter  cautioned  that  a 
Troponin  test  should  not  be  the  only 
criterion  used  to  diagnose  a  patient  with 
an  AMI,  and  noted  that  other  diagnostic 


criteria  such  as  EKG  results  should  be 
considered  as  well. 

Response:  We  agree  that  the  Troponin 
test  is  not  necessary  in  the  evaluation  of 
a  patient  with  an  ST-elevation  MI  and 
clinical  decision  making  in  those  cases 
is  usually  based  on  the 
electrocardiogram  and  clinical  history. 
We  agree  with  the  commenter  that  other 
diagnostic  measures  should  be 
performed  in  conjunction  with 
Troponin  which  is  only  one  piece  of  the 
diagnostic  workup  of  patients  with 
chest  pain.  Troponin  assays  may  be 
negative  for  the  first  time  or  results  may 
vary  due  to  different  calibrations.  As 
mentioned  earlier.  Troponin  assessment' 
is  not  a  requirement  for  management  of 
acute  myocardial  infarction,  and  the 
measure  we  proposed,  and  are  adopting 
in  this  final  rule  with  comment  period, 
does  not  implement  a  requirement  to 
perform  the  test.  The  focus  of  this 
measure  is  on  the  timeliness  of  the 
receipt  of  the  Troponin  results  and  not 
on  its  use  or  interpretation. 

Comment:  Some  commenters 
recommended  the  exclusion  of  patients 
who  spend  less  than  an  hour  in  the 
hospital  ED  prior  to  transfer. 
Commenters  also  asked  for  clarification 
regarding  the  measurement  of  the  60- 
minute  timeframe. 

Response:  We  thank  the  commenters 
for  the  recommendation.  We  note  that 
only  patients  who  are  transferred  after 
one  hour  will  be  included  in  the 
denominator  in  the  event  the  test  is 
ordered. 

Comment:  A  commenter  asked  for 
,  clarification  of  the  target  population  to 
which  this  measure  would  apply.  One 
commenter  inquired  if  it  is  acceptable  to 
give  patients  Point  of  Care  Troponin 
instead  of  Troponin. 

Response:  Tne  target  population  of 
this  measure  is  ED  patients  with  a 
diagnosis  of  AMI,  and  Angina,  Acute 
Coronary  Syndrome,  or  Chest  Pain 
patients  presumed  to  be  cardiac  in 
nature  and  have  been  prescribed  a 
Troponin  test.  Point  of  Care  Troponin  is 
acceptable. 

Comment:  Some  commenters  urged 
CMS  to  delay  the  data  collection  start 


date  from  January  1,  2011  to  July  1,  2011 
discharges  because  otherwise,  hospitals 
would  only  have  60  days  from  the 
publication  of  this  final  rule  comment 
period  to  begin  reporting  data  to  CMS. 

Response:  We  agree  that  the  proposed 
collection  start  date  may  not  allow 
sufficient  time  for  hospitals  to  begin 
submitting  data  to  CMS.  Therefore,  we 
have  decided  not  to  finalize  the 
Troponin  measure  for  the  CY  2012 
payment  determination.  Instead,  we  are 
adopting  the  measure  for  the  CY  2013 
annual  payment  update,  which  we 
believe  will  give  hospitals  sufficient 
time  to  prepare  for  the  reporting  of  this 
measure.  Hospitals  will  begin 
submitting  data  on  the  measure 
beginning  with  first  quarter  CY  2012 
discharges,  and  hospitals  will  be 
required  to  submit  data  quarterly 
thereafter. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  “Troponin  Results  for 
Emergency  Department  Acute 
Myocardial  Infarction  (AMI)  Patients  or 
Chest  Pain  Patients  (with'Probable 
Cardiac  Chest  Pain)  Received  within  60 
minutes  of  Arrival”  measure  for  the  CY 
2013  payment  determination  rather  than 
the  CY  2012  payment  determination. 
Collection  for  the  Troponin  measure 
will  begin  with  January  1,  2012 
discharges. 

In  summary,  for  the  CY  2012  payment 
determination,  we  are  retaining  the  11 
existing  HOP  QDRP  measu^fes  from  the 
CY  2011  payment  determination,  adding 
one  new  structural  measure,  and  adding 
3  new  claims-based  imaging  efficiency 
measures  for  a  total  of  15  measures.  We 
will  calculate  the  three  imaging 
measures  using  Medicare  claims  ft'om 
CY  2010.  Submission  of  data  regarding 
the  new  structural  measure  will  begin  in 
July  2011,  with  a  reference  period 
beginning  January  1,  2011.  Collection 
will  occur  using  a  Web-based  collection 
tool  available  on  the  QualityNet  Web 
site. 

The  complete  list  of  15  measures  for 
the  CY  2012  payment  determination  is 
shown  below. 


HOP  QDRP  Measurement  Set  To  Be  Used  for  the  CY  2012  Payment  Determination 


OP-1 :  Median  Time  to  Fibrinolysis. 

OP-2:  Fibrinolytic  Therapy  Received  Within  30  Minutes. 

OP-3:  Median  Time  to  Transfer  to  Another  Facility  for  Acute  Coronary  Intervention.  . 
OP-4:  Aspirin  at  Arrival. 

OP-5:  Median  Time  to  ECG. 

^OP-6:  Timing  of  Antibiotic  Prophylaxis. 

OP-7:  Prophylactic  Antibiotic  Selection  for  Surgical  Patients. 

OP-8:  MRI  Lumbar  Spine  for  Low  Back  Pain. 

OP-9:  Mammography  Follow-up  Rates. 

OP-10:  Abdomen  CT— Use  of  Contrast  Material. 

OP-1 1 :  Thorax  CT — Use  of  Contrast  Material. 
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OP-12:  The  Ability  for  Providers  with  HIT  to  Receive  Laboratory  Data  Electronically  Directly  into  their  Qualified/Certified  EHR  System  as  Dis¬ 
crete  Searchable  Data*. 

OP-13:  Cardiac  Imaging  for  Preoperative  Risk  Assessment  for  Non-Cardiac  Low-Risk  Surgery*. 

OP-14:  Simultaneous  Use  of  Brain  Computed  Tomography  (CT)  and  Sinus  Computed  Tomography  (CT)*. 

OP-15:  Use  of  Brain  Computed  Tomography  (CT)  in  the  Emergency  Department  for  Atraumatic  Headache*. 

*  New  measure  for  the  CY  2012  payment  determination. 


4.  HOP  QDRP  Quality  Measures  for  the 
CY  201?  Payment  Determination 

a.  Retention  of  CY  2012  HOP  QDRP 
Measures  for  the  CY  2013  Payment 
Determination 

In  general,  unless  otherwise  specified 
in  the  retirement  section  of  a  rule,  we 
retain  measures  fi-om  one  payment 
determination  to  another.  In  the  CY 

2011  OPPS/ASC  proposed  rule  (75  FR 

46366),  for  the  CY  2013  payment 
determination,  we  proposed  to  retain  all 
of  the  measures  adopted  for  the  CY  2012 
pa>Tnent  determination.  We  invited 
public  comment  on  this  proposal  for  the 
CY  2013  payment  determination.  * 

Comment:  One  commenter  strongly 
supported  the  proposed  retention  of  CY 

2012  HOP  QD^  Measures  for  the  CY 

2013  payment  determination. 

Response:  We  thank  the  commenter 

for  the  support. 

After  consideration  of  the  public 
comments  we  received,  we  have 
decided  to  adopt  as  final  our  proposal 
to  retain  the  15  HOP  QDRP  measures 
adopted  for  the  CY  2012  payment 
determination,  for  the  CY  2013  payment 
determination. 

b.  New  Structural  Measure  for  the  CY 
2013  Payment  Determination 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46366),  we  proposed  to  add 
one  structural  measure  to  the  HOP 
QDRP  measurement  set  for  the  CY  2013 
payment  determination:  Tracking 
Clinical  Results  Between  Visits.  EHRs 
enable  providers  to  issue  reminders 
when  clinical  results  are  not  received 
within  a  predefined  timeframe.  This 
measure  assesses  the  extent  to  which  a 
provider  uses  a  certified/qualified  EHR 
system  to  track  pending  laboratory  tests, 
diagnostic  studies  (including  common 
preventive  screenings)  or  patient 
referrals. 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 


discussed  above,  this  structural  measure 
is  appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because  it  was  endorsed  as  part  of  an 
NQF  Project  entitled  “National 
Voluntary  Consensus  Standards  for 
Health  IT”  (NQF  #  0491).  Additionally, 
this  measure  was  conditionally 
approved  by  the  HQA  in  March  of  2010. 

Submission  of  this  measure  would 
begin  with  first  quarter  CY  2012 
discharges  to  be  submitted  via  the  Web- 
based  tool  used  to  collect  other 
structural  measures,  such  as  the  registry 
participation  structural  measures  for  the 
Hospital  Inpatient  Qualify  Reporting 
Program.  We  invited  comments  on  this 
proposal  to  add  this  new  structural 
measure  to  the  HOP  QDRP  measurement 
set  and  the  submission  process  for  the 
CY  2013  payment  determination. 

Comment:  Some  commenters  noted 
that  the  proposed  structural  measure 
relates  to  an  issue  that  is  meaningful  to 
the  public,  and  that  is  important  for 
both  public  reporting  and  payment 
policy.  One  commenter  stated  the 
measure  is  a  useful  quality  metric,  and 
asserted  that  the  tracking  of  clinical 
results  between  visits  improves  the 
quality  of  care  and  reduces  medical 
costs.  Furthermore,  some  commenters 
recognized  that  the  addition  of  this 
measure  to  the  outpatient  pay-for- 
reporting  program  and  subsequent 
public  reporting  on  the  Hospital 
Compare  Web  site  will  accelerate 
hospitals’  efforts  to  adopt  EHRs  to 
improve  care  coordination,  patient 
safety,  and  outcomes. 

Response:  We  appreciate  the 
commenters’  support  and 
encouragement  and  agree  with 
commenters  that  this  measure  would 
promote  the  adoption  of  EHR 
technology  which  will  ultimately 
enhance  the  quality  of  care. 

Comment:  One  commenter  was 
concerned  about  the  duplication  of  this 
measure  with  the  meaningful  use 
objectives  set  forth  in  the  HITECH  EHR 
Incentive  Program  final  rule.  Some 
commenters  recommended  maintaining 
this  measure  as  a  meaningful  use  HIT 
functionality  objective  under  the 
HITECH  EHR  Incentive  Program,  and 
-requested  that  CMS  not  adopt  it  for  the 


HOP  QDRP.  Many  commenters  did  not 
support  this  measure  and  stated  that  the 
measure  is  not  evidence-based  and  has 
not  been  field-tested.  Some  commenters 
recommended  using  a  “yes/no”  format 
for  the  measure  to  reduce  provider 
burden.  Some  commenters  did  not 
support  this  measure  which  they 
believed  assesses  HIT  functionality 
rather  than  the  quality  of  care  provided. 
One  commenter  indicated  that  this 
measure  is  only  warranted  when  EHRs 
are  fully  functional  across  hospital 
outpatient  settings.  Commenters 
suggested  that  this  measure  would  be 
better  suited  as  a  physician  office-based 
measure  since  physicians,  not  the 
hospitals,  are  the  ones  that  order  and 
track  pending  laboratory  tests, 
diagnostic  studies  and  patient  referrals. 

Response:  We  thank  the  commenters 
for  the  recommendations.  We  note  that 
this  measure  does  not  duplicate  any  of 
the  Stage  1  meaningful  use  objectives 
set  forth  in  the  HITECH  EHR  Incentive 
Program  final  rule.  We  note  that  this 
measure  has  NQF-time-limited 
endorsement  and  we  plan  to  seek 
extension  for  the  endorsement.  The 
measure  was  also  conditionally  adopted 
by  HQA  in  2010.  As  suggested,  we  will 
adopt  a  “yes/no”  format  in  the  final 
specifications  for  this  measure.  This 
measure  is  a  HIT  functionality  measure 
that  can  enhance  the  quality  of  care  by 
helping  providers  to  track  clinical 
results  between  visits.  The  structural 
measure  will  provide  CMS  with 
information  regarding  the  number  of 
HOPDs  that  have  acquired  this  HIT 
fiinctionality.  It  will  not  penalize 
hospitals  that  do  not  have  this 
capability. 

Comment:  Some  commenters 
requested  clarifications  on  the 
measure’s  teurgeted  patient  population. 
Commenters  also  asked  for  definitions 
of  the  numerator,  denominator, 
inclusions,  and  exclusions,  and  the 
frequency  of  data  collection.  • 

Response:  This  measure  population 
includes  all  patients  who  receive  care  at 
an  HOPD.  We  will  further  clarify  the  ^ 
requirements  for  this  measure  in  the 
adaptation  of  the  measure  specifications 
for  the  HOPD  setting. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  this  measure:  Tracking 
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Clinical  Results  between  Visits  Using 
Certified/Qualified  EHRs  as  Discrete 
Searchable  Data  for  the  CY  2013  annual 
payment  update.  HOPDs  will  be 
required  to  begin  submitting  data  on 
this  measure  beginning  in  July  2012 
with  a  reference  period  beginning 
January  1,  2012  via  a  Web-based  tool 
available  on  the  QualityNet  Web  site 
that  is  currently  employed  for  the 
collection  of  structural  measures  for  the 
Hospital  Inpatient  Quality  Reporting 
Program. 

c.  New  Chart-Abstracted  Measures  for 
the  CY  2013  Payment  Determination 

,  In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46367),  we  proposed  to  add 
six  new  chart-abstracted  measures  to  the 
HOP  QDRP  measurement  set  for  the  CY 
2013  payment  determination. 

The  six  new  chart-abstracted 
measures  we  proposed  for  the  CY  2013 
payment  determination,  are:  (1)  Median 
Time  from  ED  Arrival  to  ED  Departure 
for  Discharged  ED  Patients,  (2) 

Transition  Record  with  Specified 
Elements  Received  by  Discharged 
Patients,  (3)  Door  to  Diagnostic 
Evaluation  by  a  Qualified  Medical 
Professional,  (4)  ED-Median  Time  to 
Pain  Management  for  Long  Bone 
Fracture,  (5)  ED-Patient  Left  Before 
Being  Seen,  and  (6)  ED-Head  CT  Scan 
Results  for  Acute  Ischemic  Stroke  or 
Hemorrhagic  Stroke  Who  Received 
Head  CT  Scan  Interpretation  Within  45 
minutes  of  Arrival.  The  topics 
addressed  by  these  measures  include  ED 
efficiency,  Imaging  Efficiency,  and  care 
coordination/transition  for  hospital 
outpatient  departments.  Many  of  these 
measures  would  expand  the  chart- 
abstraction  population  for  the  HOP 
QDRP  measurement  set  beyond  the 
current  ED-AMI/Chest  Pain,  and 
Surgical  Care  patients  for  which  we 
have  currently  adopted  severi  measures 
in  the  HOP  QDRP  measurement  set. 
However,  this  population  expansion 
would  be  occurring  at  a  time  when 
subsection  (d)  hospitals  would  begin 
collection  of  more  global  ED  population 
measures  for  the  Hospital  Inpatient 
Quality  Reporting  Program.  Thus,  we 
have  timed  the  expansion  of  the  chart- 
abstracted  measures  for  HOP  QDRP  to 
coincide  with  expansions  that  will  be 
occurring  for  the  Hospital  Inpatient 
Quality  Reporting  Program  in  order  to 
reduce  the  burden  associated  with 
expansion.  We  also  anticipate  that,  in 
the  future,  these  measures  could  be 
captured  and  submitted  via  EHRs, 
eliminating  the  chart  abstraction  burden 
associated  with  these  measures. 


•  ED  Measures 

We  received  several  general 
comments  on  the  proposed  ED 
measures. 

Comment:  Some  commenters 
supported  all  the  proposed  chart- 
abstracted  measures  for  the  CY  2013 
payment  determination.  Commenters 
believed  the  reporting  of  the  ED 
measures  would  provide  data  needed  to 
develop  solutions  to  ED  overcrowding  - 
and  heavy  emergency  resource  demand. 

Response:  We  appreciate  the 
commenters’  support  and  we  strive  to 
develop  measures  to  improve  ED 
efficiency  and  quality  of  care. 

Comment:  Commenters  suggested  the 
chart-abstraction  burden  could  be 
reduced  if  tbe  patient  population  to 
which  the  measures  apply  is  well- 
defined. 

Response:  We  appreciate  the 
suggestions.  The  ED  measures  apply  to 
patients  who  present  in  and  are  treated 
at  a  hospital  emergenfcy  department. 

Comment:  Commenters  commended 
CMS’  intent  to  align  the  time-sensitive 
ED  measures  with  the  meaningful  use 
EDrfocus  quality  measures  under  the 
HITECH  EHR  Incentive  Program. 
Commenters  recommended  using  EHR- 
compatible  metrics  to  capture  data  for 
burden  reduction.  Several  commenters 
recommended  delaying  the  adoption  of 
this  measure  until  EHRs  are  fully 
functional  in  all  hospital  ED  settings  so 
that  the  data  can  be  tracked 
electronically. 

Response:  We  are  committed  to 
aligning  ED  quality  measures  in  tbe 
HOP  QDRP  and  in  the  HITECH  EHR 
Incentive  Program.  As  we  stated,  w^e 
anticipate  that  data  on  the  proposed  ED 
throughput  measures  will  be  able  to  be 
captured  via  an  EHR-based  collection 
tool  in  the  future,  and  we  expect  that . 
once  the  electronic  data  submission  is 
possible,  it  will  greatly  reduce  the 
burden  on  hospitals  to  submit  data  on 
these  measures.  However,  we  do  not 
believe  we  should  wait  until  EHR- 
specification  has  occurred  and 
widespread  adoption  of  EHRs  has 
occurred  in  order  to  adopt  these 
measures  for  the  HOP  QDRP. 

Comment:  Some  commenters  did  not 
support  the  proposed  ED  measures  as 
they  did  not  believe  the  measures  relate 
to  clinical  outcomes.  One  commenter 
believed  that  ED  wait  time  is  a  process 
indicator  rather  than  a  quality  indicator. 
Commenters  believed  that  the  proposed 
ED  measures  are  simply  arbitrary 
numbers  that  only  measure  how  busy 
the  ED  is  or  how  fast  the  care  is 
delivered.  Commenters  stated  that  the 
proposed  ED  measures  do  not  reflect  the 
actual  quality  of  care  rendered:  rather. 


the  commenters  believed  that  they 
reflect  issues  that  are  outside  of  the  ED’s 
control.  Commenters  voiced  concerns 
that  the  measures  may  have  unintended 
consequences  resulting  in  hospitals 
providing  faster  care  but  not  better  care. 
Commenters  were  concerned  that  the 
introduction  of  the  proposed  ED 
measures  will  indirectly  support  the 
continued  inappropriate  use  of  EDs. 

Response:  VVe  disagree  with  these 
comments.  We  believe  that  the  proposed 
ED  measures  target  the  quality  of  care 
provided  in  the  ED  setting.  Reducing  the 
time  patients  spend  in  the  ED  can 
impact  quality  by  increasing  access  to 
the  ED  for  other  patients  needing 
emergent  care.  Reduced  throughput 
time  also  increases  the  facility’s 
capability  to  provide  appropriate 
treatment  and,  as  a  result,  contributes  to 
better  patient  outcomes.  Studies  have 
already  demonstrated  that  for  a  number 
of  conditions,  prolonged  ED  waiting 
times  and  delays  results  in  patient  harm 
and  poor  patient  satisfaction.  We  intend 
to  monitor  the  literature  for  evidence  of 
any  unintended  consequences 
associated  with  these  measures. 

Comment:  Commenters  noted  that  the 
proposed  ED  measures  did  not  take  into 
consideration  the  ED’s  location, 
seasonal  variations  in  ED  use,  the 
different  socio-economic  backgrounds  of 
tbe  ED  patient  ffopulation  served  by 
different  hospitals,  the  misuse  of  EDs  for 
primary  care  service,  as  well  as  other 
variables  that  are  out  of  the  ED’s  control. 
One  commenter  recommended  that 
CMS  use  a  risk-adjustment  methodology 
for  the  ED  measures  to  accommodate  the 
multiple  factors  that  can  lead  to  ED 
overcrowding. 

Response:  Currently,  we  do  not  intend 
to  risk-adjust  the  ED  throughput 
measures.  It  is  our  belief  that  the  public 
desires  meaningful  information  abgut 
usual  ED  wait  times,  delays,  and 
expectations  for  transition  to  inpatient 
care  when  needed.  However,  we  will 
examine  the  data  submitted  on  these 
measures  to  determine  if  stratification  of 
the  results  based  on  hospital 
characteristics  (such  as  ED  volurne,  bed 
size,  geographic  location,  or  other 
factors)  is  needed. 

Comment:  A  few  commenters 
objected  to  the  ED  measures  because 
they  have  not  been  field-tested,  and 
commenters  stated  that  field-te.sting  is 
necessary  to  identify  the  potential 
challenges  in  data  collection  of  the  time 
elemients. 

Response:  Many  of  these  ED  measures 
have  undergone  field  testing  in  a  project 
funded  by  the  Robert  Wood  Johnson 
Foundation.  A  report  can  be  found  at 
http://urgen  tmatters.  org/ media /file/ 
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UM%20LN%20II%20- 

%202nd%20IB%20-%20FINAL.pdf. 

Comment:  Commenters  noted  that 
data  collection  will  be  challenging  as 
the  time  elements  that  the  proposed 
measures  assess  are  generally  not  part  of 
a  patient’s  health  record,  but  instead  are 
more  often  part  of  a  patient  tracking 
system  used  by  the  Some 
commenters  questioned  if  random 
sampling  is  acceptable.  Other 
commenters  noted  that  random 
sampling  may  miss  some  “mean  time” 
and  “median  time”  outliers. 

Response:  We  are  aware  of  the 
amount  of  chart-abstraction  burden  for 
the  ED  measures  which  target  all 
patients  seen  in  the  ED.  While  the 
electronic  specification  for  these 
measures  is  under  development, 
specification  for  sampling  is  being 
developed  to  assist  hospital  EDs  in 
chart-abstraction  in  the  interim. 

Commenters  also  made  specific 
comments  on  the  proposed  ED 
measures. 

•  Median  Time  From  ED  Arrival  to  ED. 
Departure  for  Discharged  ED  Patients 

This  measure,  which  was  listed  as 
under  consideration  for  CY  2012  emd 
subsequent  years  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60637  through  60641),  addresses  ED 
efficiency  in  the  form  of  the  median 
time  from  ED  arrival  to  time  of 
departure  from  the  ED  for  patients 
discharged  from  the  ED  (also  known  as 
ED  throughput).  Reducing  the  time 
patients  spend  in  the  ED  can  improve 
the  quality  of  care.  Reducing  this  time 
potentially  improves  access  for  other 
patients  needing  emergency  care  and 
increases  hospitals’  capability  to 
provide  additional  treatment  as 
necessary.  Overcrowding  and  heavy 
emergency  resource  demand  have  led  to 
a  number  of  problems,  including 
ambulance  refusals,  prolonged  patient 
waiting  times,  increased  suffering  for 
those  who  wait,  rushed  and  unpleasant 
treatment  environments,  and  potentially 
poor  patient  outcomes.  ED  crowding 
may  result  in  delays  in  the 
administration  of  medication  such  as 
antibiotics  for  pneumonia  and  has  been 
associated  with  perceptions  of  delayed 
emergency  care.  When  EDs  are 
overwhelmed,  their  ability  to  respond  to 
community  emergencies  and  disasters 
may  be  compromised. 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 


that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  chart-abstracted 
measure  is  appropriate  for  measuring 
quality  of  care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because  it  was  endorsed  in  2009  (NQF 
#0496)  as  part  of  an  NQF  project 
entitled  “National  Voluntary  Consensus 
Standards  for  Emergency  Care.” 
Additionally,  this  measure  was 
conditionally  approved  by  the  HQA  in 
March  of  2010. 

Comment:  Some  commenters 
expressed  strong  support  for  this  ED 
throughput  measure  and  recommended 
its  inclusion  in  the  HOP  QDRP.  Some 
commenters  stated  that  a  measure 
assessing  delays  in  patient  care  is 
important  as  providers  experience  a 
growth  in  demand  for  ED  services. 
Commenters  believed  that  public 
reporting  of  the  measure  will  encourage 
HOPDs  to  make  improvements,  such  as 
reducing  overcrowding  and  improving 
patient  access  to  EDs,  and,  as  a  result, 
will  increase  the  quality  of  care  they 
deliver. 

Some  commenters  stated  that  based 
on  their  experience,  the  information 
provided  by  the  measure  was  very 
important  and  useful  to  a  hospital’s 
quality  improvement  program. 
Commenters  also  stated  that  they  were 
aware  of  hospitals  that  already  collected 
this  information  and  that,  to  their 
knowledge,  these  hospitals  had  no 
difficulty  in  collecting  it. 

Response:  We  thank  the  commenters 
for  their  supportive  statements.  We  also 
appreciate  the  commenters’  insightful 
experience,  and  we  are  pleased  to  learn 
that  commenters  believe  this  measure 
addresses  the  issue  of  timely  emergency 
department  care  and  the  role  it  plays  in 
reducing  ED  overcrowding. 

Comment:  A  few  commenters 
indicated  it  will  be  overly  burdensome 
for  hospitals  to  collect  data  on  a 
patient’s  arrival  time  in  the  ED  because 
they  will  have  to  note  the  arrival  time 
for  each  patient.  Many  commenters 
indicated  that,  as  currently  structured, 
the  measure  includes  the  time  spent 
receiving  care  in  the  ED  in  addition  to 
the  time  spent  waiting  in  the  ED.  These 
commenters  indicated  that  the  time 
spent  receiving  care  in  the  ED  should 
not  be  counted  against  the  hospital,  as 
it  does  not  represent  a  delay  in  care.  The 
commenters  suggested  that  CMS  modify 
the  measure  so  that  it  reflects  only  the 
time  spent  waiting  in  the  ED  to  receive 
care. 

Response:  We  do  not  agree  that  it  will 
be  overly  burdensome  for  hospitals  to 
submit  data  on  this  measure  because 


hospitals  routinely  collect  the  key 
information  needed  to  calculate  the 
median  time  (ED  arrival  date  and  time 
and  ED  departure  date  and  time)  for 
each  emergency  department  patient.  We 
also  note  that  ED  arrival  times  must 
already  be  reported  by  hospitals  under 
the  Hospital  Inpatient  Quality  Reporting 
Program  for  conditions  such  as  acute 
myocardial  infarction  and  pneumonia. 
We  believe  that  revising  the  measure  as 
suggested  by  the  commenters  to  exclude 
active  treatment  times  would  actually 
increase  the  burden  on  hospitals 
because  they  would  be  required  to 
accurately  track  and  collect  all  the  wait 
time  that  a  patient  spent  in  the  ED  not 
receiving  care. 

Comment:  A  few  commenters  stated 
that  the  proposed  ED  throughput 
measure  does  not  take  into 
consideration  typical  ED  operating 
principles  such  as  serving  patients  with 
the  most  urgent  needs  first,  or  other 
factors  that  are  out  of  an  ED’s  control, 
such  as  the  fact  that  teaching  hospitals 
usually  treat  sicker  patients.  One 
commenter  recommended  stratifying  the 
reporting  results  by  type  of  hospital  so 
as  to  obtain  a  more  appropriate 
comparison  among  institutions.  Another 
commenter  requested  exclusions  for 
psychiatric  or  placement  issues,  age  and 
co-morbidities.  Alternatively,  some 
commenters  suggested  that  the  proposed 
“Door  to  Diagiiostic  Evaluation  by  a 
Qualified  Medical  Professional” 
measure  is  a  more  appropriate  measure 
to  determine  ED  efficiency  and 
throughput. 

Response:  We  agree  that  the  Door  to 
Diagnostic  Evaluation  is  an  appropriate 
measurement  of  time  to  assessment. 
Nonetheless,  we  also  believe  that  the 
proposed  median  time  from  arrival  to 
departure  measure  provides  valuable 
information  regarding  the  total  time  a 
patient  spent  in  the  ED,  starting  from 
arrival  time  at  the  ED  to  the  time  the 
patient  is  discharged.  The  public  desires 
meaningful  information  about  usual 
wait  times,  delays,  and  expectations  for 
transition  time  to  inpatient  care.  As  we 
have  stated,  we  believe  that  prolonged 
ED  visits  and  waiting  times  could  cause 
patient  harm  and  increase  the  likelihood 
that  the  hospital’s  ED  will  need  to  divert 
potential  patients  elsewhere  for  care. 

We  will,  however,  examine  the  measure 
results  to  determine  whether  alternative 
stratification  reporting  based  on  hospital 
characteristics  (ED  volume,  bed  size, 
geographic  location,  etc.)  is  necessary. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  Median  Time  from  ED 
Arrival  to  ED  Departure  for  Discharged 
ED  Patients  measure  for  the  CY  201 3 
payment  determination. 
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•  Transition  Record  With  Specified 
Elements  Received  by  Discharged 
Patients 

This  chart-abstracted  measure 
assesses  the  percentage  of  patients, 
regardless  of  age,  discharged  from  an  ED 
to  ambulatory  care  or  home  healthcare, 
or  their  caregiver(s)  at  home,  who 
received  a  transition  record  at  the  time 
of  ED  discharge  including  at  a 
minimum,  the  following  elements: 

Major  procedures  and  tests  performed 
during  the  ED  visit;  principal  diagnosis 
at  discharge  or  chief  complaint;  patient 
instructions;  plan  for  follow-up  care  (or 
statement  that  none  is  required] — 
including  primary  physician,  other 
health  care  professional,  or  site 
designated  for  follow-up  care;  and  list  of 
new  medications  and  changes  to 
continued  medications  that  patient 
should  take  after  ED  discharge,  with  the 
quantity  prescribed  and/or  dispensed 
(or  intended  duration)  and  instructions 
for  each.  Transitions  of  care  are  a 
weakness  in  maintaining  continuity  of 
care  and  proper  adherence/compliance 
with  follow-up  instructions.  Hand-offs 
between  settings  should  be 
accompanied  by  clear  instructions  for 
medications  and  follow-up  care. 
Information  should  be  provided  about 
the  care  delivered  while  in  each  setting, 
and  for  what  reasons,  not  only  for  the 
benefit  of  the  patient  and  their 
caregivers,  but  for  practitioners  that  will 
be  following  up  with  the  patient  after 
they  leave  an  acute  care  setting. 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because  it  was  endorsed  by  the  NQF  as 
part  of  a  Project  entitled  “Endorsing 
Preferred  Practices  and  Performance 
Measures  for  Measuring  and  Reporting 
Care  Coordination”  (NQF  #0649).  This 
measure  was  conditionally  approved  by 
the  HQA  in  March  of  2010. 

Comment:  Some  commenters  strongly 
supported  this  measure  and  noted  that 
the  measure  is  scientifically  valid  and 
well-specified,  and  will  fill  a  significant 
gap  in  the  current  health-care  system 
which  does  not  have  standardized  data 
elements  in  patient’s  health  records. 


Response:  We  thank  the  commenters 
for  their  support. 

Comment:  Some  commenters  noted 
that  the  measure  is  purely  a 
documentation  measure  rather  than  a 
measure  for  accountability  and  the  true 
quality  of  care.  Commenters  asked  for 
clarification  of  the  target  patient 
population  for  this  measure. 

Response:  Although  the  measure 
assesses  whether  certain  documentation 
was  provided  to  discharged  patients,  its 
purpose  is  to  facilitate  a  continuity  of 
care  and  a  seamless  transition  when  a 
patient  is  discharged  from  an  ED  to 
home  or  home  care  setting.  The  target 
patient  population  for  this  measure  is 
the  discharged  patients  from  a  hospital 
ED  to  home  or  a  home  care  setting. 

Comment:  Several  commenters  stated 
their  belief  that  this  measure  is  overly 
burdensome  as  new  data  elements  may 
have  to  be  included  in  patients’  ED 
transition  records,  and  ED  patient 
transfer  procedures  may  have  to  be 
modified.  One  commenter  suggested 
that  CMS  use  a  consensus-based  process 
to  develop  standardized  data  elements 
for  this  measure.  One  commenter 
recommended  that  CMS  field-test  the 
measure  for  feasibility. 

Response:  Standardized  data  elements 
have  been  developed  and  field-tested  for 
this  measure.  We  believe  that  the  use  of 
standardized  transition  records  and  data 
elements  across  hospital  outpatient 
department  settings  actually  increase 
the  efficiency  of  the  transition  and 
discharge  process  and  allow  hospitals  to 
pre-plan  transition  procedures.  We  also 
believe  that  the  use  of  standardized 
transition  records  will  make  it  easier  for 
hospitals  to  find  the  information  when 
conducting  chart  abstraction,  therefore 
minimizing  the  burden. 

Comment:  Some  commenters  were 
concerned  that  HOPDs  may  be  held 
accountable  for  the  omission  of  data 
elements  in  a  transition  record  that  they 
have  no  control  over,  for  instance,  a 
physician’s  medication  instructions  for 
medication  changes  (this  information 
may  not  be  available  to  the  ED),  a 
patient’s  adherence  to  discharge 
instructions,  and  whether  a  patient 
followed  up  with  doctor’s 
appointments.  The  commenter 
recommended  removing  the  data 
elements  of  “(medications)  quantity 
prescribed  and/or  dispensed”  from  the 
mfiasure  specifications. 

Response:  We  hope  that 
documentation  practices  will  improve 
so  that  complete  information  will  be 
available  in  patients’  discharge  records. 
We  believe  that  documentation  of 
medications  prescribed  as  well  as 
dosages  are  important  parameters  for 
transitional  care  and  we  do  not  agree 


that  the  documentation  of  this  element 
should  be  removed.  We  encourage 
hospitals  to  examine  their  ED  discharge 
procedures  to  ensure  that  discharged 
patients  receive  a  copy  of  the  transition 
records  with  the  specific  data  elements 
required  under  the  measure. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  Transition  Record  with 
Specified  Elements  Received  by 
Discharged  Patients  iheasure  for  the  CY 
2013  payment  determination. 

•  Door  to  Diagnostic  Evaluation  by  a 
Qualified  Medical  Professional  (Door  to 
Provider) 

This  measure  assesses  mean  time 
between  patient  presentation  to  the  ED 
and  the  first  moment  the  patient  is  seen 
by  a  person  who  can  initiate  a 
diagnostic  evaluation  or  therapeutic 
plan  (for  example,  medical  student, 
resident,  or  nurse  practitioner;  not 
including  triage  personnel).  Long  wait 
times  in  the  ED  before  diagnosis 
increases  the  likelihood  that  someone 
will  leave  the  ED  without  treatment  for 
a  serious  condition,  and  can  worsen  the 
severity  of  (he  condition  with  which 
they  presented. 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because  it  gained  NQF  endorsement  as 
part  of  the  project  entitled  “National 
Voluntary  Consensus  Standards  for 
Emergency  Care”  (NQF  #0498).  This 
measure  was  conditionally  approved  by 
the  HQA  in  March  of  2010. 

Comment:  A  few  commenters 
supported  this  measure  and  believed  the 
measure  helps  to  expedite  the  triage, 
evaluation,  and  discharge  process 
especially  for  patients  who  present  with 
non-emergent  conditions. 

Response:  We  thank  the  commenters 
for  the  supportive  statements. 

Comment:  Some  commenters  noted 
that  current  technical  specifications  for 
this  measure  exclude  registered  nurses 
as  qualified  medical  professionals. 

These  commenters  supported  the 
adoption  of  this  measure  if  the 
definition  of  “qualified  medical 
professional’  is  expanded  to  include  a 
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registered  nurse,  advanced  practice 
nurse,  resident  or  medical  student. 

Response:  We  thank  the  commenters 
for  the  suggestions  and  will  take  them 
into  consideration. 

Comment:  Some  commenters 
recommended  CMS  risk-adjust  this 
measure  to  distinguish  the  average  wait 
time  spent  by  urgent  versus  non-urgent 
patients,  based  on  the  belief  that  non¬ 
urgent  patients  who  present  in  hospital 
EDs  or  trauma  centers  usually  have 
longer  wait  times  for  evaluation  than 
critically  ill  or  injured  patients.  One 
commenter  recommended  tracking  the 
patient’s  triage  level  to  distinguish 
urgent  care  from  non-urgent  care. 

Response:  We  thank  the  commenters 
for  the  recommendation.  There  are  no 
plans  for  risk-adjustment  for  this 
measure  at  the  time  because  we  expect 
the  measure  metric  will  provide 
valuable  information  regarding  the 
timeliness  of  assessment  regardless  of 
what  condition  the  patient  presents. 

Comment:  One  commenter  noted  that 
the  door  to  evaluation  time  is  rarely 
captured  electronically  in  the  ED  and 
there  are  still  many  EDs  that  do  not  use 
EHR  technology. 

Response:  We  believe  that  many  EDs 
routinely  electronically  document  door 
to  evaluation  time.  For  facilities  that 
have  not  done  so,  we  encourage  them  to 
start  documenting  it.  There  are  no 
requirements  for  EDs  to  use  EHR 
technology.  However,  because  of  the 
efficiency  benefit  from  EHR  technology, 
we  anticipate  there  will  be  a  widespread 
utilization  of  EHR  technology  in  the 
future. 

Comment:  One  commenter  expressed 
concerns  that  the  structure  of  the 
measure  may  stifle  innovation  in  ED 
staffing  by  measuring  hospitals  on  the 
time  it  takes  for  a  patient  to  reach  only 
a  subset  of  all  the  staff  that  provide  care 
to  patients  in  EDs. 

Response:  We  acknowledge  that  ED 
care  is  a  well-defined  set  of  specific, 
clinically  appropriate  services,  which 
include  ongoing  short-term  treatment, 
assessment,  and  reassessment,  before  a 
decision  can  be  made  regarding  whether 
a  patient  will  require  further  treatment 
as  a  hospital  inpatient.  We  also 
acknowledge  that  this  measure  assesses 
one  aspect  of  ED  quality.  However,  we 
do  not  believe  that  implementation  of 
this  measure  stifles  innovation  in  ED 
staffing,  because  the  level  of 
coordination  and  efficiency  of  the 
aforementioned  processes  impacts 
performance  on  this  measure. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  Door  to  Diagnostic 
Evaluation  by  a  Qualified  Medical 


Professional  (Door  to  Provider)  measure 
for  the  CY  2013  payment  determination. 

•  ED-Median  Time  to  Pain  Management 
for  Long  Bone  Fracture 

This  chart-abstracted  measure 
addresses  the  topic  of  efficient  pain 
management  in  the  ED,  and  is  currently 
being  reviewed  by  NQF.  Pain 
management  in  patients  with  long  bone 
fractures  is  currently  undertreated  in 
emergency  departments.^®  Patients  with 
bone  fractures  are  many  times  not  given 
pain  medication  as  part  of  treatment 
regimens. When  standards  are 
implemented  for  pain  management  of 
these  patients,  treatment  for  pain 
improves.^® 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because  it  underwent  development 
through  a  consensus-based  measure 
development  process  involving 
stakeholder  input.  In  the  proposed  rule 
we  stated  that  we  anticipated  that  this 
measure  would  be  endorsed  by  the 
NQF. 

Comment:  A  few  commenters 
supported  the  adoption  of  this  measure 
because  it  measures  a  process  that 
affects  quality  of  care  and  is  patient 
centered.  Some  commenters  requested 
that  we  adopt  more  pain  management 
measures  for  long  bone  fracture  as  part 
of  a  larger  framework  for  pain 
management  in  the  ED  setting.  One 
commenter  requested  guidelines  for  the 
“median  time”  (when  the  patient  arrives 
at  the  facility  or  when  the  diagnosis  of 
a  long  bone  fracture  is  made). 

Response:  We  thank  the  commenters 
for  the  support  and  suggestions  and  we 
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will  consider  them  in  future  measure 
development.  Currently  the  “median 
time”  calculation  is  based  on  arrival 
time  and  time  to  administration  of 
medication. 

Comment:  Several  commenters  did 
not  suppprt  this  measure  because  it  is 
not  NQF-endorsed.  Commenters 
requested  the  evidence  that  prompted 
the  need  for  this  measure.  One 
commenter  stated  this  measure  did  not 
rise  to  the  top  in  significance  as  a 
singular  measure  and  stated  that  it  is  not 
appropriate  for  public  reporting. 

Response:  Although  we  generally 
prefer  to  adopt  NQF-endorsed  measures 
for  CMS  quality  reporting  programs,  we 
have  stated  that  consensus  among 
affected  parties  can  be  achieved  in  other 
ways  including  consensus  achieved 
during  the  measure  development 
process;  consensus  shown  through 
broad  acceptance  and  use  of  measures; 
and  consensus  through  public  comment. 
We  also  note  that  section  1833(t)(17)  of 
the  Act  does  not  require  that  each 
measure  we  adopt  for  the  HOP  QDRP  be 
endorsed  by  a  national  consensus 
building  entity,  or  by  the  NQF 
specifically.  Over  the  years,  we  have 
recognized  that  pain  management  in  ED 
patients  with  long  bone  fracture  is 
ina'dequate  and  that  treatment 
disparities  for  this  condition  exist 
among  EDs.  We  anticipate  the  measure 
will  serve  to  facilitate  improvements  in 
pain  management  for  this  patient 
population  in  EDs.  This  measure  is 
recommended  for  endorsement  by  the 
NQF  Steering  Committee,  and  we 
believe  that  it  meets  the  requirement 
that  the  measure  reflect  consensus 
among  affected  parties. 

Comment:  One  commenter  noted  the 
measure  does  not  take  into  account 
whether  the  level  of  pain  warrants  pain 
medication,  or  whetherthe  pain  is 
relieved  with  the  medication  given. 

Response:  The  measure  is  calculated 
based  solely  on  the  timeliness  of  pain 
medication  administration  and  not  on 
the  level  of  pain.  The  final  measure 
specifications  for  the  numerator  will 
exclude  patients  who  are  offered 
medication  but  refuse  it. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  ED — Median  Time  to  Pain 
Management  for  Long  Bone  Fracture 
measure  for  the  CY  2013  payment 
determination. 

•  ED-Patient  Left  Without  Being  Seen 

This  measure  is  the  percentage  of  all 
patients  leaving  an  ED  who  were  not 
seen  by  a  provider  (for  example, 
medical  student,  resident,  nurse 
practitioner).  Although  we  stated  in  the 
CY  2011  OPPS/ASC  proposed  rule  (75 
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FR  46368)  that  “this  measure  is  the  sum 
of  all  patients  leaving  an  ED  who  were 
not  seen  by  a  provider,”  the  technical 
specifications  for  the  measure,  which 
were  publicly  available  at  the  time  we 
issued  the  proposed  rule,  state  that  this 
measure  is  calculated  based  on  a 
percentage.  Therefore,  we  are  clarifying 
that  this  measure  looks  at  percentages. 

A  patient  leaving  before  being  seen  is  an 
indicator  of  emergency  department 
overcrowding.^®  Patients  who  leave 
before  being  seen  may  not  receive 
appropriate  medical  care  and  this  lack 
of  care  may  result  in  adverse 
outcomes. 20  National  estimates  for 
patients  who  leave  before  being  seen  by 
a  provider  average  1.9  percent.^^ 

Section  1833(tKl7)(CKi)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because  it  was  endorsed  by  the  NQF 
(NQF  #  0499)  as  part  of  the  National 
Voluntary  Consensus  Standards  for 
Emergency  Care. 

Comment:  Some  commenters 
supported  this  measure  because  it  is  an 
indicator  of  efficiency  in  the  ED  and 
they  noted  the  measure  appears  to  be 
scientifically  valid  in  providing 
valuable  information  to  hospitals  to 
assess  their  ability  to  provide  quality 
care  to  all  patientp  in  their  EDs  in  a 
timely  manner. 

Some  commenters  shared  that  these 
measure  metrics  are  very  important  and 
useful  to  a  hospital’s  quality  . 
improvement  program.  Commenters 
stated  that  hospitals  participating  in  the 
field  test  reported  no  difficulty  in 
collecting  the  data  for  the  measure. 

Response:  We  thank  the  commenters 
for  their  supportive  statements.  We  also 
appreciate  the  commenters’  insightful 
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experience  and  we  are  pleased  to  learn 
that  hospitals  acknowledged  this 
measure  addresses  the  issue  of  timely 
emergency  department  care  and  the  role 
it  plays  in  reducing  ED  overcrowding. 

Comment:  Some  commenters  noted 
that  hospitals  have  had  difficulty 
collecting  the  relevant  information 
needed  for  this  measure  due  to 
insufficient  record-keeping,  such  as  the 
lack  of  documentation  noting  the 
patient  departure  time  from  the  ED. 
Commenters  requested  more  explicit, 
standardized  definitions  for  time- 
sensitive  terms  like  “left  without  being 
seen”  (before  or  after  triage).  One 
commenter  noted  that  generally,  only  a 
very  small  percentage  of  patients  leave 
without  being  seen  by  ED  staff  and  these 
patients  may  have  been  overly 
impatient.  At  many  facilities,  no 
medical  record  is  created  when  a  patient 
leaves  prior  to  registration,  and 
commenters  stated  that  ED  staff  must  be 
educated  regarding  what  documentation 
is  necessary  to  comply  with  this 
measure. 

Response:  We  will  provide  detailed 
specifications  of  the  measure  in  the 
HOPD  Specifications  Manual  to 
facilitate  hospital  data  collection.  We 
agree  that  hospitals  need  to  educate  ED 
staff  to  ensure  that  patient  arrival  and 
departure  times  are  recorded  correctly. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  ED-Patient  Left  Without 
Being  Seen  measure  for  the  CY  2013 
payment  determination. 

•  ED-Head  CT  Scan  Results  for  Acute 
Ischemic  Stroke  or  Hemorrhagic  Stroke 
Who  Received  Head  CT  Scan 
Interpretation  Within  45  Minutes  of 
Arrival 

This  measure  assesses  whether  head 
CT  scan  results  for  acute  ischemic 
stroke  or  hemorrhagic  stroke  patients 
who  received  head  CT  scans  in  the  ED 
were  interpreted  within  45  minutes  of 
arrival.. This  chart-abstracted  measure  is 
currently  under  NQF  review.  Improved 
access  to  diagnostics  assists  clinicians 
in  decision  making.  Delayed  diagnostic 
imaging  and  laboratory  reports  are 
expected  to  slovv  down  the  clinical 
decision  making  process  and 
subsequently  increase  the  length  of  stay 
in  the  ED.  In  addition  to  helping  reduce 
the  length  of  stay  in  the  ED,  decreasing 
radiology  report  turnaround  times  can 
improve  care  throughout  the  facility. 
Timely  diagnostic  imaging  can  enhance 
decision  making  capabilities  for  patient 
treatment  plans  because  timely 


diagnostic  imaging  is  available.22  The 
Food  and  Drug  Administration  (FDA) 
approved  the  use  of  tissue  plasminogen 
activator  (t-PA)  for  treatment  of  acute 
ischemic  strokes,  which  comprise  87 
percent  of  stokes,  when  given  within 
three  hours  of  stroke  symptom 
onset.23  24  Because  of  the  therapeutic 
time  window  for  treatment  possibilities, 
timely  completion  and  results  of  the  CT 
scan  are  imperative  for  timely  clinical 
decision  making  and  favorable 
outcomes.  Section  1833(t)(17)(C)(i)  of 
the  Act  requires  the  Secretary  to 
develop  measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  the  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because  .this  measure  underwent 
development  through  a  consensus-based 
measure  development  process  involving 
stakeholder  input.  We  anticipate  that 
this  measure  will  be  endorsed  by  the 
NQF. 

We  proposed  that  the  submission  of 
the  new  chart-abstracted  measures  for 
the  CY  2013  payment  determination 
would  begin  with  first  quarter  2012 
discharges,  and  data  would  be 
submitted  quarterly,  as  with  all  other 
chart-abstracted  measures.  We  invited 
comments  on  our  proposal  to  add  these 
new  measures  to  the  HOP  QDRP 
measurement  set  and  on  the  submission 
process  for  the  CY  2013  payment 
determination. 

Comment:  Some  commenters 
supported  the  measure  and  agreed  with 
CMS  that  timely  completion  of  CT  scan 
results  are  imperative  for  the  treating 
neurologist  to  make  timely  clinical 
decisions.  One  commenter  noted  that 
the  measure  has  been  modified  by  the 
measure  developer  to  include  MRI  in 
addition  to  CT. 

Response:  We  thank  the  commenters 
for  the  supportive  comments  and  for  the 
suggestion.  We  will  consider  whether 
MRI  should  be  added  to  the  measure  in 


22  Marquez  L.O.  Improving  medical  imaging 
report  turnaround  times.  Radiol  Mange.  2005  )an.- 
Feb;27(l):34-7. 

23  National  Stroke  Association.  STROKE  the  First 
Hours  Guidelines  for  Acute  Treatment,  2000. 

2“  The  ATLANTIS.  ECASS,  and  NINDS  rt-PA 
Study  Group  Investigators.  Association  of  Outcome 
with  early  stroke  treatment:  pooled  analvsis  of 
ATLANTIS.  ECASS,  and  NINDS  rt-PA  stroke  Trials. 
Lancet  2004:363:768-774. 
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our  process  for  ongoing  maintenance  of 
the  measure. 

Comment:  Many  commenters 
requested  clarifications  on:  (1)  Whether 
the  measure  requires  the  actual  CT  scan 
report  to  be  present  in  the  medical 
record  within  45  minutes  of  arrival  (or 
will  verbal  communication  between 
caregivers  that  is  documented  in  the 
medical  record  suffice):  and  (2)  the 
definition  of  arrival  time  (is  it  the  time 
the  patient  was  registered,  the  time  of 
first  clinical  staff  discussion,  or  the  time 
the  physician  first  saw  the  patient). 
Some  commenters  were  concerned 
about  the  challenge  for  hospitals  to 
consistently  collect  the  information 
necessary  to  determine  whether  patients 
are  arriving  at  the  ED  within  two  hours 
of  the  onset  of  symptoms,  as  well  as 
collect  information  on  the  timing  of 
when  the  scan  was  interpreted.  One 
commenter  expressed  concerns  that  this 
measure  may  inadvertently  encourage 
patient  referral  to  a  CT  scan  even  before 
a  full  clinical  evaluation  occurs.  The 
commenter  noted  that  frequently,  the 
Neurology  Stroke  Team  reviews  and 
makes  decisions  upon  CT  scans  before 
the  scan  is  officially  read  and 
documented  by  the  radiologist. 

Response:  Current  specifications 
require  the  earliest  documented  time. 


which  include  verbal  documentation  of 
interpretation.  We  intend  to  provide 
detailed  specifications  regarding  the 
collection  of  arrival  time  for  the 
measure  in  the  HOPD  Specifications 
Manual. 

Comment:  One  commenter  suggested 
that  a  measure  that  assesses  the  time 
from  decision  (order)  to  interpretation 
(preliminary  result)  would  be  a  better 
marker  of  quality  of  care  in  the  ED.  A 
few  commenters  recommended 
harmonizing  the  measure  with  the  set  of 
NQF-endorsed  stroke  care  measures. 

Response:  We  considered  the  option 
suggested  by  the  commenter,  but 
ultimately  made  the  decision  to  align 
the  measure  with  the  existing  ED 
measures  that  have  been  endorsed  by 
the  NQF  so  that  all  of  the  measures  for 
the  ED  utilize  consistent  definitions.  We 
thank  the  commenters  for  the 
recommendation. 

After  consideration  of  the  p*ublic 
comments  we  received,  we  are 
finalizing  the  ED-Head  CT  Scan  Results 
for  Acute  Ischemic  Stroke  or  * 

Hemorrhagic  Stroke  Who  Received 
Head  CT  Scan  Interpretation  within  45 
minutes  of  Arrival  measure  for  the  CY 
2013  payment  determination. 

In  summary,  after  consideration  of  the 
public  comments  we  received,  we  are 


finalizing  for  the  CY  2013  payment 
determination:  (1)  The  15  quality 
measures  that  we  are  adopting  in  this 
final  rule  with  comment  period  for  the 
CY  2012  payment  determination;  (2)  one 
new  structural  measure  (Tracking 
Clinical  Results  Between  Visits);  (3)  six 
new  chart-abstracted  measures  on  the 
topics  of  HOPD  care  transitions  and  ED 
efficiency;  and  (4)  one  new  chart- 
abstracted  measure  that  we  originally 
proposed  to  adopt  for  the  CY  2012 
payment  determination  (Troponin 
Results  for  Emergency  Department  AMI 
Patients  or  Chest  Pain  Patients  (with 
probable  cardiac  chest  pain)  Received 
Within  60  Minutes  of  Arrival),  for  a  total 
of  23  measures  for  the  CY  2013  payment 
determination.  As  stated  above, 
hospitals  will  be  required  to  begin 
submitting  data  on  the  new  structural 
measure  via  a  Web-based  tool  on  the 
QualityNet  Web  site  in  July  2012  for  the 
period  January  1,  2012  through  June 
2012.  The  submission  of  data  for  the 
new  chart-abstracted  measures  for  the 
CY  2013  payment  determination  will  be 
due  in  August  2012. 

The  complete  list  of  23  measures  for 
the  CY  2013  payment  determination  is 
shown  below. 


HOP  QDRP  Measurement  Set  To  Be  Used  for  the  CY  2013  Payment  Determination 


OP-1 :  Median  Time  to  Fibrinolysis 

OP-2;  Fibrinolytic  Therapy  Received  Within  30  Minutes 

OP-3:  Median  Time  to  Transfer  to  Another  Facility  for  Acute  Coronary  Intervention 

OP-4:  Aspirin  at  Arrival 

OP-5:  Median  Time  to  ECG 

OP-6:  Timing  of  Antibiotic  Prophylaxis 

OP-7:  Prophylactic  Antibiotic  Selection  for  Surgical  Patients 

OP-8:  MRI  Lumbar  Spine  for  Low  Back  Pain 

OP-9;  Mammography  Follow-up  Rates 

OP-1 0:  Abdomen  CT — Use  of  Contrast  Material 

OP-1 1 :  Thorax  CT — Use  of  Contrast  Material 

OP-12:  The  Ability  for  Providers  with  HIT  to  Receive  Laboratory  Data  Electronically  Directly  into  their  Qualified/Certified  EHR  System  as  Dis¬ 
crete  Searchable  Data* 

OP-1 3:  Cardiac  imaging  for  Preoperative  Risk  Assessment  for  Non  Cardiac  Low  Risk  Surgery* 

OP-14:  Simultaneous  Use  of  Brain  Computed  Tomography  (CT)  and  Sinus  Computed  Tomography  (CT)* 

OP-15;  Use  of  Brain  Computed  Tomography  (CT)  in  the  Emergency  Department  for  Atraumatic  Headache* 

OP-16:  Troponin  Results  for  Emergency  Department  acute  myocardial  infarction  (AMI)  patients  or  chest  pain  patients  (with  Probable  Cardiac 
Chest  Pain)  Received  Within  60  minutes  of  Arrival** 

OP-17:  Tracking  Clinical  Results  between  Visits** 

OP-18:  Median  Time  from  ED  Arrival  to  ED  Departure  for  Discharged  ED  Patients** 

OP-19;  Transition  Record  with  Specified  Elements  Received  by  Discharged  Patients** 

OP-20:  Door  to  Diagrtostic  Evaluation  by  a  Qualified  Medical  Professional** 

OP-21:  ED-Median  Time  to  Pain  Management  for  Long  Bone  Fracture  ** 

OP-22:  ED-Patient  Left  Before  Being  Seen** 

OP-23:  ED-Head  CT  Scan  Results  for  Acute  Ischemic  Stroke  or  Hemorrhagic  Stroke  who  Received  Head  CT  Scan  Interpretation  Within  45 
minutes  of  Arrival  ** 


*  New  measure  for  the  CY  2012  payment  determination. 

**  New  measure  for  the  CY  2013  payment  determination. 
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5.  HOP  QDRP  Quality  Measures  for  the 
GY  2014  Payment  Determination 

a.  Retention  of  CY  2013  HOP  QDRP 
Measures  for  the  CY  2014  Payment 
Determination 

In  general,  unless  otherwise  specified 
in  the  retirement  section  of  a  rule,  we 
retain  measures  from  one  payment 
determination  to  another.  In  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46370),  for  the  CY  2014  payment^ 
determination,  we  proposed  to  retain  all 
of  the  measures  adopted  for  the  CY  2013 
payment  determination.  We  invited 
comment  on  this  proposal. 

We  did  not  receive  any  comments. 
Accordingly,  we  are  finalizing  our' 
proposal  to  retain  the  23  CY  2013  HOP 
QDRP  measures  for  the  CY  2014 
payment  determination. 

b.  New  Chart-Abstracted  Measures  for 
the  CY  2014  Payment  Determination 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46370  through  46372),  we 
proposed  to  adopt  six  new  chart- 
abstracted  measures  for  the  CY  2014 
payment  determination.  Five  of  the  six 
measures  are  Diabetes  Care  measures  for 
HOPDs,  and  one  measure  is  an 
additional  imaging  efficiency  measure. 
The  six  measures  we  proposed  for  the 
CY  2014  payment  determination  are:  (1) 
Hemoglobin  Ale  Poor  Control  in 
Diabetic  Patients;  (2)  Low  Density 
Lipoprotein  (LDL-C)  Control  in  Diabetic 
Patients;  (3)  High  Blood  Pressure 
Control  in  Diabetic  Patients;  (4)  Dilated 
Eye  Exam  in  Diabetic  Patients;  (5)  Urine 
Screening  for  Microalbumin  or  Medical 
Attention  for  Nephropathy  in  Diabetic 
Patients;  and  (6)  Exposure  Time 
Reported  for  Procedures  LIsing 
Fluoroscopy.  We  proposed  that 
submission  of  these  measures  for  the  CY 
2014  payment  determination  begin  with 
the  first  quarter  CY  2013  discharges. 
These  measures  are  discussed  below. 

•  Diabetes  Care  Measures 

Comment:  A  few  coinmenters 
•appreciated  CMS’  proposal  to  add 
diabetes  care  measures  to  the  HOP 
QDRP  because  they  will  enhance  the 
quality  of  care  provided  to  the  growing 
diabetic  patient  population  in  the 
hospital  outpatient  setting.  One 
commenter  suggested  reporting  the 
diabetes  care  measures  as  a  single 
composite  measure  of  quality  of 
diabetes  care  so  that  hospitals  can 
identify  improvement  opportunities.  . 
Some  commenters  requested 
clarification  on  the  diabetes  care 
measure  specifications  in  terms  of  chart- 
abstracted  data  elements  and  current 
physician  CPT-II  coding  requirements. 
Commenters  noted  that  the  PQRI 


program  is  already  collecting  data  for 
similar  measures.  Commenters  provided 
recommendations  to  reduce  the  chart- 
abstraction  burden  including 
harmonizing  the  measures  for  the 
physician  and  HOPD  settings, 
developing  EHR-compatible  metrics, 
and  collecting  data  horn  diabetes 
registries.  Many  commenters  believed 
that  the  five  diabetes  care  measures  do 
not  assess  the  quality  of  care  provided 
by  HOPDs,  because  the  care  furnished 
in  that  setting  is  fragmented  and 
episodic,  and  stated  that  the  measures 
more  appropriately  assessed  the  care 
provided  by  physician  practices.  Some 
commenters  suggested  that  CMS  should  ' 
limit  the  targeted  patient  population  to 
ambulatory  care  clinics  only  so  that 
hospitals  would  not  be  unduly 
burdened  with  chart-abstraction. 

Several  commenters  expressed 
concerns  about  the  administrative  and 
financial  burden  associated  with  chart- 
abstracted  quality  measures  while  the 
industry  is  transitioning  into  ICD-10 
codes,  adopting  EHRs  to  meet  the 
meaningful  use  objectives  under  the 
EHR  Incentive  Program,  and  preparing 
to  comply  with  the  quality  provisions  in 
the  Affordable  Care  Act.  Commenters 
indicated  that  CMS  should  delay  the 
adoption  of  the  chart-abstracted  diabetes 
eare  measures. 

Response:  We  appreciate  the 
commenters’  recognition  of  the  value  of 
the  diabetes  care  measures.  The  diabetes 
care  measures  apply  to  hospital 
outpatient  departments  that  provide 
primary  care  services,  and  we  are  aware 
.that  many  hospital  outpatient 
departments  provide  ongoing  primary 
care  for  patients.  Thus,  we  disagree  with 
the  comments  questioning  the 
appropriateness  of  applying  the  diabetes 
measures  to  hospital  outpatient 
departments.  However,  we  acknowledge 
the  challenges  faced  by  hospitals  amid 
implementation  of  various  programs. 

We  are  currently  refining  the  chart 
abstracted  numerator  definitions  for 
these  measures  and  expect  to  include 
them  in  an  upcoming  HOPD 
Specification  Manual  release.  For  this 
reason,  we  are  deferring  our  finalization 
of  these  5  diabetes  care  measures  in  this 
final  rule  with  comment  period,  but 
intend  to  propose  these  measures  again 
in  the  CY  2012  OPPS/ASC  proposed 
rule  for  the  CY  2014  payment 
determination.  We  also  intend  to 
develop  electronic  specifications  for 
these  measures  so  that  they  can  be 
captured  and  reported  by  EHRs,  which 
we  believe  will  reduce  the  burden 
associated  with  chart  abstraction.  We 
thank  the  commenters  for  the 
suggestions  and  input  on  the  measures 
and  we  will  take  them  into 


consideration  as  we  further  refine  the 
specifications  for  these  5  measures. 

•  Diabetes  Mellitus:  Hemoglobin  Ale 
Poor  Control  in  Diabetic  Patients 
This  NQF-endorsed  measure  (NQF 
#0059)  measures  the  percentage  of  adult 
patients  with  diabetes  aged  18-75  years 
with  most  recent  HgAlc  level  greater 
than  9  percent  (poor  control). 
Glycosylated  hemoglobin  (HgAlc)  assay 
measures  average  blood  glucose  over  the 
preceding  two  to  three  months,  rather 
than  ju,st  one  point  in  time.  HgAlc 
values  vary  less  than  fasting  glucose 
values  and  give  clinicians  a  better 
integrated  view  of  the  patient’s  average 
blood  sugar  over  time.  High  HgAlc  is  a 
more  reliable  indicator  of  chronic  high 
blood  sugar.  Lowered  HgAlc  lev^els  are 
associated  with  reduced  microvascular 
and  neuropathic  complications  of 
diabetes. 

In  general,  diabetes  mellitus  is  a 
chronic  disease  that  impacts  the  lives  of 
a  large  portion  of  the  population  and 
consumes  a  significant  amount  of  U.S. 
healthcare  dollars.  With  the  prevalence 
of  diabetes  in  the  Medicare-eligible 
population  expected  to  double,  costs  are 
expected  to  increase  almost  fourfold  to 
$171  million.^^  Uncontrolled  diabetes 
often  leads  to  biochemical  imbalances 
that  nan  lead  to  acute  life-threatening 
events,  such  as  diabetic  ketoacidosis 
and  hyperosmolar,  or  nonketotic,  coma. 
In  patients  with  insulin-dependent 
diabetes,  the  risk  of  development  or 
progression  of  retinopathy, 
nephropathy,  and  neuropathy  can  be 
reduced  by  50  to  75  percent  by  intensive 
outpatient  treatment  of  hyperglycemia 
compared  to  conventional  treatment. 
Early  treatment  may  help  slow  or  halt 
the  progression  of  diabetic 
complications,  and  following  the 
guidelines  for  screening  may  assist 
those  patients  with  no  outward  sign  of 
diabetic  complications  to  be  identified 
earlier  through  regular  screening  tests. 
HgAlc  should  be  performed  during  an 
initial  assessment  and  during  follow-up 
assessments,  which  should  occur  at  no 
longer  than  three-month  intervals. 
Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 


Huang,  E.S.,  Basu,  A.,  O'Grady,  M.,  Capretta. 
J.C.;  Projecting  the  future  diabetes  population  size 
and  related  costs  for  the  U.S.  Diabetes  Care. 
2009:32(12):2225-29. 

^®The  American  Association  of  Clinical 
Endocrinologists  Medical  Guidelines  for  the 
Management  of  Diabetes  Mellitus;  The  AACE 
System  of  Intensive  Diabetes  Self-Management — 
2002  Update. 
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treating  diabetic  complications.  Section 
1833(t)(17)(C)(i)  of  the  Act  requires  the 
Secretary  to  develop  measures 
appropriate  for  the  measurement  of  the 
quality  of  care  furnished  by  hospitals  in 
outpatient  settings,  that  these  measures 
reflect  consensus  among  affected  parties 
and,  to  the  extent  feasible  and 
practicable,  that  these  measures  include 
measures  set  forth  by  one  or  more 
national  consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.- This  measure  also 
meets  the  consensus  requirement 
because,  as  noted  above,  it  has  been 
endorsed  by  the  NQF.  We  also  note  that 
this  measure  was  listed  as  under 
consideration  for  CY  2012  and 
subsequent  years  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60637  through  60641). 

Comment:  One  commenter  supported 
this  measure. 

Response:  We  thank  the  commenter 
for  the  support. 

After  consideration  of  the  public 
comments  we  received,  we  are  not 
finalizing  the  Diabetes  Mellitus:  Low 
Density  Lipoprotein  (LDL-C)  Control  in 
Diabetic  Patients  measure  in  this  final 
rule  with  comment  period,  but  intend  to 
propose  this  measure  again  in  the  CY 
2012  OPPS/ASC  proposed  rule  for  the 
CY  2014  payment  determination. 

•  Diabetes  Mellitus:  High  Blood 
Pressure  Control  in  Diabetic  Patients 

This  NQF-endorsed  measure  (NQF 
#0061)  measures  the  percentage  of 
patients  visits  with  blood  pressure 
measurement  recorded  among  all 
patients  visits  aged  >  18  years  with 
diagnosed  hypertension.  Blood  pressure 
control  reduces  the  risk  of 
cardiovascular  disease  and 
microvascular  complications  in  patients 
with  diabetes.  Most  importantly,  early 
treatment  of  high  blood  pressure  may 
help  slow  or  halt  the  progression  of 
kidney  involvement  and  damage.^** 
Well-controlled  blood  pressure  impacts 
the  quality  of  the  life  of  the  diabetic 
patient,  affects  the  patient’s  life 
expectancy,  and  decreases  the  costs 
involved  in  treating  diabetic 
complications.  Section  1833(t)(17)(C)(i) 
of  the  Act  requires  the  Secretary  to 
develop  measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 


consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because,  as  noted  above,  it  has  been 
endorsgd  by  the  NQF. 

Comment:  A  few  commenters 
supported  the  measure  and  noted  that 
the  target  blood  pressure  has  become 
controversial  based  on  the  recent 
ACCORD  trials.  One  commenter 
suggested  lowering  the  threshold  to  130/ 
80  mm/Hg  as  recommended  by  the 
American  Diabetes  Association  and  the 
American  Association  of  Clinical 
Endocrinologists.  Another  commenter 
recommended  a  target  blood  pressure  of 
140/80  mm/Hg.  , 

Response:  We  thank  the  commenters 
for  the  support  and  input  and  will  take 
it  into  consideration  in  the  measure 
refinement  process. 

After  consideration  of  the  public 
comments  we  received,  we  are  not 
finalizing  the  Diabetes  Mellitus:  High 
Blood  Pressure  Control  in  Diabetic 
Patients  measure  in  this  final  rule  with 
comment  period,  but  intend  to  propose  . 
this  measure  again  in  the  CY  2012 
OPPS/ASC  proposed  rule  for  the  CY 
2014  payment  determination. 

•  Diabetes  Mellitus:  Dilated  Eye  Exam 
in  Diabetic  Patients 

This  NQF-endorsed  measure  (NQF  ’ 
#0055)  measures  the  percentage  of  adult 
patients  with  diabetes  age  18  to  75  years 
who  received  a  dilated  eye  exam  or 
seven  standard  field  stereoscopic  photos 
with  interpretation  by  an 
ophthalmologist  or  optometrist,  or 
imaging  to  verify  diagnosis  from 
stereoscopic  photos  during  the  reporting 
year,  or  during  the  prior  year,  if  the 
patient  is  at  low  risk  for  retinopathy.  A 
patient  is  consid^ed  low  risk  if  the 
patient  has  no  evidence  of  retinopathy 
in  the  prior  year.  A  dilated  eye  exam 
helps  to  detect  the  risk  for  vision- 
threatening  diabetic  retinopathy  which 
is  prevalent  among  people  with 
diabetes.  Data  from  the  2007  National 
Diabetes  Fact  Sheet  (using  the  most 
recent  year  of  available  data)  shows  that 
diabetic  retinopathy  causes  up  to  24,000 
new  cases  of  blindness  each  year.^o 
However,  dilated  eye  exams  for  diabetic 


consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because,  as  noted  above,  it  has  been 
endorsed  by  the  NQF. 

Comment:  One  commenter  agreed  that 
this  is  a  good  measure  for  patients  with 
diabetes  but  recommended  the 
threshold  for  poor  control  of  diabetes  be 
lowered  to  mean  a  most  recent  HgAlc 
level  of  greater  than  7  percent. 

Response:  We  will  take  the 
recommendation  into  consideration  in 
our  measure  refinement  process. 

As  we  stated  above,  we  are  not 
finalizing  the  Diabetes  Mellitus: 
Hemoglobin  Ale  Poor  Control  in 
Diabetic  Patients  measure  in  this  final 
rule  with  comment  period,  but  we 
intend  to  propose  this  measure  again  in 
the  CY  2012  OPPS/ASC  proposed  rule 
for  the  CY  2014  payment  determination. 

•  Diabetes  Mellitus:  Low  Density 
Lipoprotein  (LDL-C)  Control  in  Diabetic 
Patients 

This  NQF-endorsed  measure  (NQF 
#0064)  measures  the  percentage  of  adult 
patients  with  diabetes  aged  18-75  years 
whose  most  recent  LDL-C  test  result 
during  the  measurement  year  was  <  100 
mg/dl.  LDL-C  measures  the 
development  of  atherosclerotic  plague 
which  increases  cardiac  events  risks  for 
diabetic  patients  whose  heart  disease 
death  rates  are  about  two  to  four  times 
higher  than  non-diabetics.^^  Improved 
dyslipidemia  management  helps  to 
mitigate  the  risk  for  cardiovascular 
disease.  Lipid-lowering  therapy  for 
diabetics  has  been  a  consistent 
recommendation  in  several  guidelines, 
prompted  by  randomized  trials 
supporting  statin  therapy  to  lower  the 
risk  of  cardiovascular  involvement  for 
this  population.  Despite  the  evidence 
basis  and  guideline  support,  only  a 
minority  of  patients  with  diabetes  are 
prescribed  statin  treatment  or  achieve 
target  LDL-C  goals. Early  treatment 
may  help  slow  or  halt  the  progression  of 
cardiovascular  disease  and  impact  the 
quality  of  the  life  of  the  diabetic  patient, 
affecting  the  patient’s  life  expectancy 
and  decreasing  costs  involved  in 

AmeriL^  Diabetes  Association.  Standards  of 
medical  care  in  diabetes.  Diabetes  Care.  2007  Ian;30 
(Suppl  1):.S8-15. 

Das,  S.R.,  Vaeth,  P.A.,  Stanek,  H.G.,  de  Lemos, 
J.A.,  Dobbins,  R.L.,  McGuire,  D.K.:  Increased 
cardiovascular  risk  associated  with  diabetes  in 
Dallas  County.  Am  Heart  ]  2006;151:1087-93. 


Centers  for  Disease  Control  and  Prevention. 
National  diabetes  fact  sheet:  general  information 
and  national  estimates  on  diabetes  in  the  United 
States,  2007,  Atlanta,  GA:  U.S.  Department  of 
Health  and  Human  Services,  Centers  for  Disease 
Control  and  Prevention,  2008. 


^“Centers  for  Disease  Control  and  Prevention. 
National  diabetes  fact  sheet:  general  information 
and  national  estimates  on  diabetes  in  the  United 
States,  2007.  Atlanta,  GA:  U.S.  Department  of 
Health  and  Human  Services,  Centers  for  Disease 
Control  and  Prevention,  2008. 
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patients  can  prevent  retinopathy 
through  early  detection.^^ 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality'of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because,  as  noted  above,  this  measure 
has  been  endorsed  by  the  NQF.  We  note 
that  this  measure  was  listed  as  under 
consideration  for  CY  2012  and 
subsequent  years  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60637  through  60641). 

Comment:  One  commenter 
recommended  adopting  the  American 
Diabetes  Association  Standards  of  Care 
for  annual  dilated  eye  examination.  Two 
commenters  suggested  that  this  measure 
should  be  a  claim-based  measure 
because  CMS  can  access  the  billings  of 
the  ophthalmologist  who  most  likely 
provides  the  dilated  eye  exam  to 
diabetic  patients. 

Response:  We  thank  the  commenters 
for  the  input  and  will  take  the  feedback 
into  consideration  in  the  measure 
refinement  process. 

After  consideration  of  the  public 
comments  we  received,  we  are  not 
finalizing  the  Diabetes  Mellitus;  Dilated 
Eye  Exam  in  Diabetic  Patients  measure 
in  this  final  rule  with  comment  period, 
but  intend  to  propose  this  measure 
again  in  the  CY  2012  OPPS/ASC 
proposed  rule  for  the  CY  2014  payment 
determination. 

•  Diabetes  Mellitus;  Urine  Screening  for 
Microalbumin  or  Medical  Attention  for 
Nephropathy  in  Diabetic  Patients 

This  NQF-endorsed  measure  (NQF 
#0062)  measures  the  percentage  of  adult 
diabetic  patients  ages  18-75  years  with 
at  least  one  test  for  microalbumin 
during  the  measurement  year  or  who 
had  evidence  of  medical  attention  for 
existing  nephropathy  (diagnosis  of 
nephropathy  or  documentation  of 
microalbuminuria  or  albuminuria). 
Urine  screening  for  microalbumin 
detects  abnormal  amount  of  protein 
albumin  leaks  in  the  urine  by  the 
capillaries  of  the  kidney.  High  levels  of 


American  Diabetes  Association.  Standards  of 
medical  care  in  diabetes.  Diabetes  Care.  2007  lan:30 
(Suppl  1):S8-15. 


blood  sugar  in  uncontrolled  diabetes 
can  cause  damage  to  the  capillaries  in 
the  kidneys.  Early  urine  screenings  for 
microalbumin  may  prevent  kidney 
disease  from  worsening  to  end-stage 
renal  disease  (ESRD).  Diabetics 
accounted  for  44  percent  of  new  cases 
of  kidney  disease.  In  2005,  a  total  of 
178,689  diabetics  with  ESRD  were  on 
dialysis  or  received  a  kidney  transplant 
in  the  United  States  and  Puerto  Rico.^^ 

In  2009,  MedPAC  reported  costs  for  the 
.330,000  Medicare  recipients  receiving 
dialysis  treatment  for  ESRD  at  over  8 
billion  dollars. ■'*3 

Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because,  as  noted  above,  it  has  been 
endorsed  by  the  NQF.  We  also  note  that 
this  measure  was  listed  as  under 
consideration  for  CY  2012  and 
subsequent  years  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60637  through  60641). 

Comment:  Two  commenters 
supported  this  measure  but  suggested 
'  that  it  be  a  claim-based  measure. 

Response:  We  thank  the  commenters 
for  the  suggestion. 

Comment:  Some  commenters 
requested  clarification  on  the  diabetes 
care  specifications  in  regards  to  the 
interface  of  the  current  physician  CPT- . 
II  code  data  and  the  chart-abstracted 
data. 

Response:  We  thank  the  commenters 
for  the  input  and  will  take  it  into 
consideration  in  the  measure  refinement 
process. 

After'eonsideration  of  the  public 
comments  we  received,  we  are  not 
finalizing  the  Diabetes  Mellitus:  Urine 
Screening  for  Microalbumin  or  Medical 
Attention  for. Nephropathy  in  Diabetic 
Patients  measure  in  this  final  rule  with 


32Cgf,(e[.s  for  Disease  Control' and  Prevention. 
National  diabetes  fact  sheet:  general  information 
and  national  estimates  on  diabetes  in  the  United 
States.  2007.  Atlanta,  GA:  U.S.  Department  of 
Health  and  Human  Services,  Centers  for  Disease 
Control  and  Prevention.  2008. 

33  MedPAC.  Outpatient  dialysis  service:  assessing 
payment  adequacy  and  updating  payments.  Report 
to  the  Congress:  Medicare  p.'vment  policy.  2009 
Mar:131-56. 


comment  period,  but  intend  to  propose 
this  measure  again  in  the  CY  2012 
OPPS/ASC  proposed  rule  for  the  CY 
2014  payment  determination. 

•  Exposure  Time  Reported  for 
Procedures  Using  Fluoroscopy 

This  measure  documents  the 
percentage  of  final  reports  for 
procedures  using  fluoroscopy  that 
include  documentation  of  radiation 
exposure  or  exposure  time,  an  important 
measure  for  the  HOPD  setting.  This 
measure  is  currently  specified  for . 
physician  level  data  collection  through 
the  PQRI  program  (74  FR  61825),.  and 
can  be  used  for  the  hospital  outpatient 
facility  level.  This  measure  evaluates 
the  documentation  of  radiation 
exposure  or  radiation  time  during 
fluoroscopy.  Data  suggests  that  the 
lifetime  risk  for  cancer  can  be  increased, 
albeit  by  a  small  amount,  with  frequent 
or  repeated  exposure  to  ionizing 
radiation,  including  procedures  using 
fluoroscopy. To  monitor  these  long 
term  effects,  the  exposure  time  or 
radiation  dose  that  a  patient  receives  as 
a  result  of  the  procedure  should  be 
measured  and  recorded  in  the  patient’s 
record.  The  ACR  encourages  practices  to 
record  actual  fluoroscopy  time  for  all 
fluoroscopic  procedures.  The 
fluoroscopy  time  for  various  procedures 
(for  example,  upper  gastrointestinal,  or 
pediatric  voiding  cystourethrography) 
should  then  be  compared  with 
benchmark  figures.-’^  ^  The  National 
Cancer  Institute  recommends  measuring 
and  recording  patient  radiation  dose, 
fluoroscopy  time  and  that  additional 
measures  be  developed  regarding  dose 
area  product,  cumulative  dose,  and  skin 
dose. Section  1833(t)(17)(C)(i)  of  the 
Act  requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  that  these  measures  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable. 


3-*  National  C.ancer  Instituto  (NCI).  The  Society  for 
Pediatric  Radiology  (SPR).  Brochure:  Radiation  & 
pediatric  computed  tomography.  A  guide  for  health 
care  providers.  2002.  Available  at;  httpJ/www/ 
cancer.gov/cancertopics/caiise/radiation-risks- 
pediatric-CT.pdf. 

33  Amis  E  |r,  Butler  P.  Applegate  K.  Birnbaum  S, 
Brateman  L,  Hevezi  |,  Mettler  F,  tvlorin  R.  Pentecost 
M,  Smith  G.  American  College  of  radiology  white 
paper  on  radiation  dose  in  medicine.  Journal  of 
American  College  of  Radiology,  2007:4:272-284. 

3fi  National  Cancer  Institute.  Interventional 
fluoroscopy:  Reducing  radiation  risks  for  patients 
and  staff.  200.'i.  Available  at:  http:// 
ivww.cancer.gov/cancertopics/ 
interventional  fluoroscopy. 

37  National  Cancer  Institute.  Interventional 
fluoro.scopy:  reducing  radiation  risks  for  patients 
and  staff.  2005  available  at:  http://wivw.cancer.gov/ 
cancertopics/inten-entionalfluoroscopy. 
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that  these  measures  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities.  As 
discussed  above,  this  measure  is 
appropriate  for  measuring  quality  of 
care  in  the  hospital  outpatient 
department  setting.  This  measure  also 
meets  the  consensus  requirement 
because  it  is  NQF-endorsed  (NQF  # 
0510).  Additionally,  this  measure  was 
conditionally  approved  by  the  HQA  for 
the  hospital  outpatient  setting  in  March 
of  2010. 

Comment:  Many  commenters 
supported  this  measure.  Commenters 
believed  it  is  an  important  measure  for 
monitoring  radiation  safety,  and  stated 
that  the  measure  is  in  line  with  NCI 
recommendations. 

Response:  We  appreciate  the 
commenters’  support. 

Comment:  Several  commenters  did 
not  support  this  measure  for  several 
reasons.  One  commenter  stated  that 
fluoroscopy  time  is  a  relatively  poor 
proxy  for  the  measurement  of  radiation 


as  it  does  not  take  into  account  the  dose 
received.  One  commenter  noted  tha^the 
exposure  to  fluoroscopy  time  is 
impossible  to  measure  since  the  service 
is  bundled  into  the  primary  procedure 
(the  time-based  fluoroscopy  CPT  codes 
76000/76001  are  infrequently  used),  and 
noted  that  radiologists  and  physicians 
seldom  document  the  time  and  codes. 
Commenters  were  concerned  about  the 
administrative  and  financial  burdens 
associated  with  the  measure.  Two 
commenters  suggested  field-testing  the  ^ 
measure  and  developing  electronic  . 
specifications  for  data  collection.  One 
commenter  supported  the  inclusion  of 
this  measure  in  the  PQRI  program  only. 

Response:  The  chart -abstracted 
numerator  definition  for  this  measure  is 
currently  being  refined.  For  this  reason, 
we  are  not  finalizing  this  measure  in 
this  final  rule  with  comment  period.  We 
appreciate  the  input  from  the 
commenters  and  will  take  the  input  into 
consideration  in  the  measure  refinement 
process. 


After  consideration  of  the  public 
comments  we  received,  we  are  not 
finalizing  the  Exposure  Time  Reported 
for  Procedures  Using  Fluoroscopy 
measure  at  this  time. 

In  summary,  for  the  reasons  discussed 
above,  we  have  decided  to  not  finalize 
at  this  time  the  6  chart-abstracted 
measures  we  proposed  to  adopt  for  the 
CY  2014  payment  determination. 
However,  we  still  intend  to  propose 
them  for  inclusion  in  the  HOP  QDRP  CY 
2014  measure  set  and  intend  to  do  so  in 
the  CY  2012  OPPS/ASC  proposed  rule. 

After  consideration  of  the  public 
comments  we  received,  we  are 
finalizing  the  retention  of  the  23 
measures  adopted  for  the  CY  2013 
payment  determination,  but  are  not  at 
this  time  adopting  any  of  the  new 
measures  proposed  for  the  CY  2014 
payment  determination.  As  of  now,  a 
total  of  23  mea.sures  will  be  used  for  the 
CY  2014  payment  determination.  These 
measures  are  shown  below. 


HOP  QDRP  Measurement  Set  To  Be  Used  for  the  CY  2G14  Payment  Determination 


OP-1 :  Median  Time  to  Fibrinolysis 

OP-2:  Fibrinolytic  Therapy  Received  Within  30  Minutes 

OP-3:  Median  Time  to  Transfer  to  Another  Facility  for  Acute  Coronary  Intervention 

OP-4:  Aspirin  at  Arrival 

OP-5:  M^ian  Time  to  ECG 

OP-6:  Timing  of  Antibiotic  Prophylaxis 

OP-7:  Prophylactic  Antibiotic  Selection  for  Surgical  Patients 

OP-8:  MRI  Lumbar  Spine  for  Low  Back  Pain 

OP-9:  Mammography  Follow-up  Rates 

OP-10:  Abdomen  CT — Use  of  Contrast  Material 

OP-1 1 :  Thorax  CT — Use  of  Contrast  Material 

OP-12:  The  Ability  for  Providers  with  HIT  to  Receive  Laboratory  Data  Electronically  Directly  into  their  Qualified/Certified  EHR  System  as  Dis¬ 
crete  Searchable  Data* 

OP-13:  Cardiac  Imaging  for  Preoperative  Risk  Assessment  for  Non  Cardiac  Low  Risk  Surgery* 

OP-14:  Simultaneous  Use  of  Brain  Computed  Tomography  (CT)  and  Sinus  Computed  Tomography  (CT)* 

OP-15:  Use  of  Brain  Computed  Tomography  (CT)  in  the  Emergency  Department  for  Atraumatic  Headache* 

OP-16:  Troponin  Results  for  Emergency  Department  acute  myocardial  infarction  (AMI)  patients  or  chest  pain  patients  (with  Probable  Cardiac 
Chest  Pain)  Received  Within  60  minutes  of  Arrival** 

OP-17:  Tracking  Clinical  Results  between  Visits** 

OP-18:  Median  Time  from  ED  Arrival  to  ED  Departure  for  Discharged  ED  Patients** 

OP-1 9:  T ransition  Record  with  Specified  Elements  Received  by  Discharged  Patients** 

OP-20:  Door  to  Diagnostic  Evaluation  by  a  Qualified  Medical  Professional** 

OP-21:  ED-Median  Time  to  Pain  Management  for  Long  Bone  Fracture** 

OP-22:  ED-Patient  Left  Before  Being  Seen** 

OP-23:  ED-Head  CT  Sdan  Results  for  Acute  Ischemic  Stroke  or  Hemorrhagic  Stroke  who  Received  Head  CT  Scan  Interpretation  Within  45 
minutes  of  Arrival** 


*  New  measure  for  the  CY  2012  payment  determination. 

**  New  measure  for  the  CY  2013  payment  determination. 


6.  Possible  Quality  Measures  Under 
Consideration  for  Future  Inclusion  in 
the  HOP  QDRP 

In  previous  years’  rulemakings,  we 
have  provided  lists  of  quality  measures 


that  are  under  consideration  for  future 
adoption  into  the  HOP  QDRP 
measurement  set.  In  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46373),  we 
set  out  the  following  list  of  measures  ' 


under  consideration  for  future 
rulemaking  cycles. 

% 


Payment  Determinations  Beginning 


Measures  and  Measurement  Topics  Under  Consideration  for  Future 

With  CY  2013 


Measures  for  future  development: 

Adjuvant  Chemotherapy  is  Considered  or  Administered  within  4  Months  of  Surgery  to  Patients  Under  Age  80  with  AJCC  III  Colon  Cancer. 
Adjuvant  Hormonal  Therapy  for  Patients  with  Breast  Cancer 
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Measures  and  Measurement  Topics  Under  Consideration  for  Future  Payment  Determinations  Beginning 

With  CY  2013 — Continued 

Needle  Biopsy  to  Establish  Diagnosis  of  Cancer  Precedes  Surgical  Excision/Resectioru  ~ 

Pneumococcal  Vaccination  Status 

Influenza  Vaccination  Status 

Cardiac  Rehabilitation  Referral 

Medication  Reconciliation 

Appropriate  surgical  site  hair  removal 

Heart  Failure:  Angiotensin-Converting  •Enzyme  (ACE)  Inhibitor  or  Angiotensin  Receptor  Blocker  (ARB)  Therapy  for  Left  Ventricular  Systolic 
Dysfunction  (LVSD) 

Heart  Failure;  Left  Ventricular  Ejection  Fraction  Assessment 

Heart  Failure;  Combination  Medical  Therapy  for  Left  Ventricular  Systolic  Dysfunction 

Heart  Failure:  Beta-Blocker  Therapy  for  Left  Ventricular  Systolic  Dysfunction 

Heart  Failure:  Counseling  regarding  Implantable  Cardioverter-Defibrillator  (ICD)  Implantation  for  Patients  with  Left  Ventricular  Systolic  Dys¬ 
function  on  Combination  Medical  Therapy 

Heart  Failure:  Patients  with  Left  Ventricular  Systolic  Dysfunction  on  Combination  Medical  Therapy 

Heart  Failure:  Symptom  Management 

Heart  Failure;  Symptom  and  Activity  Assessment 

Heart  Failure:  Patient  Education 

Heart  Failure:  End  of  Life  Care  Plan 

Heart  Failure:  Overuse  of  Echocardiography 

Heart  Failure:  Post-Discharge  Appointment  for  Heart  Failure  Patients 

Emergency  Department  Transfer  Communication:  Administrative  Communications 

Emergency  Department  Transfer  Communication:  Medication  Information 

Emergency  Department  Transfer  Communication;  Nursing  Information 

Emergency  Department  Transfer  Communication:  Patient  Information 

Emergency  Department  Transfer  Communication:  Physician  Information 

Emergency  Department  Transfer  Communication:  Procedures  and  Tests 

Emergency  Department  Transfer  Communication:  Vital  Signs  * 

Measurement  Topics  for  future  development: 

Chemotherapy 
Unplanned  Reintubation 
Unplanned  Inpatient  Transfer 
Post-discharge  follow  up 
Post-discharge  ED  visit  within  72  hours 
Safe  Surgery  Checklist 
Immunization  Refusal  rate 
Breast  cancer  detection  rate 


We  invited  public  comment  on  these 
quality  measures  and  topics  so  that  we 
may  consider  proposing  to  adopt  them 
beginning  with  the  CY  2013  payment 
determination.  We  also  sought 
suggestions  and  rationales  to  support 
the  adoption  of  measures  and  topics  for 
the  HOP  QDRP  which  do  not  appear  in 
the  table  above. 

We  received  general  comments  on  the 
measure  topics  under  consideration  or 
targeted  for  future  developmept. 

Comment:  One  commenter  urged 
CMS  to  not  adopt  measures  for  the  HOP 
QDRP  that  are  duplicative  of  measures 
adopted  for  the  Hospital  Inpatient 
Quality  Reporting  Program.  One 
commenter  opposed  the  adoption  of  any 
of  these  future  measures  because  they 
will  impose  an  additional  burden  on 
HOPDs  that  will  increase  patient  wait 
times  and  decrease  their  satisfaction. 

Response:  As  we  have  previously 
stated,  our  goal  is  to  align  the  HOP 
QDRP  and  the  Hospital  Inpatient 
Quality  Reporting  Program  measures  to 
reduce  the  burden  for  hospitals. 
Nonetheless-,  there  are  instances  when 
the  inclusion  of  the  same  measures  is 
appropriate  for  both  settings  because  the 
measures  assess  important  aspects  of 


care  that  are  furnished  in  both  settings, 
and  because  adopting  them  for  both 
.settings  allows  us  to  make  comparisons 
across  care  settings.  Although  we 
understand  the  commenter’s  concerns 
regarding  the  increased  burden  that  may 
accompany  the  adoption  of  additional 
quality  measures  for  the  HOP  QDRP,  we 
believe  that  expanding  the  scope  of  the 
HOP  QDRP  is  an  important  tool  that 
will  heighten  hospitals’  awareness  of 
the  quality  of  care  they  provide  and 
highlight  opportunities  for  quality 
improvement. 

Comment:  One  commenter 
encouraged  CMS  to  require 
mammogram  providers  to  track 
individual  rates  or  use  the  ACR  national 
mammography  database  registry. 

Response:  We  tbank  the  commenter 
for  the  input  and'will  take  it  into 
consideration  as  we  engage  in  future 
measure  development. 

Comment;  One  commenter  requested 
that  CMS  avoid  using  vague  language 
and  instead  provide  more  details  on 
proposed  measures.  One  commenter 
requested  that  CMS  focus  on  issues  that 
are  identified  as  national  concerns  and 
are  supported  by  evidence-based 
practice  guidelines.  Another  commenter 


recommended  that  CMS  adopt  more 
claim-based  measures  and  less  chart- 
abstracted  measures.  The  commenter 
also  suggested  that  CMS  minimize  the 
number  of  measures  it  adopts  on  certain 
topics,  such  as  documentation-based 
universal  protocol  measures  like  the 
“Safety  Surgery  Checklist”  measure, 
which  the  commenter  believed  has  little 
correlation  to  patient  outcomes,  and  the 
heart  failure  measures  listed  in  the  table 
of  measures  under  consideration  for  the 
future,  which  the  commenter  believed 
have  no  impact  on  reducing 
readmission  rates. 

Response:  We  thank  the  commenters 
for  the  suggestions  and  will  take  them 
into  consideration  as  we  consider  what 
measures  to  adopt  for  the  HOP  QDRP. 

Comment:  We  also  Teceived 
recommendations  for  new  measure 
topics  for  the  HOP  QDRP: 

•  Healthcare  Associated  Infections 

•  Interactions  between  hospital  EDs 
and  ambulances 

•  Day-to-day  treatment  of  cancer 
patients  (adopt  the  Quality  Oncology 
Practice  Initiative  measure) 

•  EHR-based  measure  to  track  to  send 
reminders  to  patients  with  chronic 
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conditions  about  using  preventive 
services 

•  Vital  signs  frequency 

•  Medication  errors 

•  Diagnostic  Mammography  Positive 
Predictive  Value  2  (PPV2 — Biopsy 
recommended) 

•  Screening  Mammography  Positive 
Predictive  Value  2  (PPV2— Biopsy 
Recommended) 

•  Cancer  Detection  Rate 

•  Abnormal  Interpretation  Rate 
(Recall  Rate) 

•  Patient  Experience  survey 
(reporting  the  data  as  a  Heart  Failure 
Quality  of  Care  composite) 

•  ED  AMI  Mortality  measure  and  ED 
Non-Mortality  Outcome  measures 

•  Appropriate  use  of  Vancomycin  to 
reduce  MRSA 

•  Appropriate  nursing  staffing  ratios 

•  Patient  seen  in  the  ED  with  a 
STEMI  who  did  not  receive  a 
fibrinolytic  or  PCI  or  transfer  for  further 
coronary  care 

•  Care  transition  ' 

•  PET  Myocardial  Perfusion  Imaging 

Response:  We  thank  the  commenters 

for  their  input  regarding  future  quality 
measures  for  the  HOP  QDRP. 

We  also  received  comments  on 
individual  measure  topics  under 
consideration  or  targeted  for  future 
development. 

•  Needle  Biopsy  To  Establish  Diagnosis 

of  Cancer  Precedes  Surgical  Excision/ 
Resection  ' 

Comment:  One  commenter  supported 
this  measure  because  it  is  a  standard 
practice. 

Response:  We  thank  the  commenter 
for  the  support  and  will  take  the 
comment  into  consideration  as  we 
consider  additional  measures  to  adopt 
for  the  HOP  QDRP. 

•  Pneumococcal  Vaccination  Status 

Comment:  Two  commenters 
supported  this  measure  and  one 
commenter  did  not  support  this 
measure. 

Response:  We  thank  the  commenters 
for  their  input  and  will  take  the 
comments  into  consideration  as  we 
consider  additional  measures  to  adopt 
for  the  HOP  QDRP. 

•  Influenza  Vaccination  Status 

Comment:  One  commenter  supported 
the  measure  and  one  commenter  did  not 
support  this  measure. 

Response:  We  thank  the  commenters 
for  their  input  and  will  take  the 
comments  into  consideration  as  we 
consider  additional  measures  to  adopt 
for  the  HOP  QDRP. 


•  Cardiac  Rehabilitation  Referral 

Comment:  One  commenter  supported 
this  measure.  One  commenter 
recommended  that  CMS  adopt  the  NQF- 
endorsed  Cardiac  Rehabilitation  Referral 
performance  measure  as  published  by 
the  ACC  and  the  American  Heart  - 
Association  as  a  quality  indicator  in  the 
acute  myocardial  infarction  measure  set. 

Response:  We  thank  the  commenters 
for  their  input  and  will  take  the 
comments  into  consideration  as  we 
consider  additional  measures  to  adopt 
for  the  HOP  QDRP. 

•  Medication  Reconciliation 

Comment:  One  commenter  supported 
this  measure. 

Response:  We  thank  the  commenter 
for  supporting  the  measure  and  will  take 
the  comment  into  consideration  as  we 
consider  additional  measures  to  adopt 
for  the  HOP  QDRP. 

•  Appropriate  Surgical  Site  Hair 
Removal 

Comment:  Two  commenters  did  not 
support  this  measure  because  they 
believed  that  it  is  not  meaningful  for 
consumers  and  purchasers. 

Response:  We  thank  the  commenters 
for  their  input  and  we  will  take  the 
comments  into  consideration  as  we 
consider  additional  measures  to  adopt 
for  the  HOP  QDRP. 

•  Heart  Failure  Measures 

Comment:  Two  commenters 
supported  the  Heart  Failure  measures. 
One  commenter  supported  the  use  of  a 
registry  while  another  commenter  was 
concerned  about  the  potential  cost 
burden  due  to  the  potential  requirement 
for  registry  participation.  Commenters 
also  recommended  harmonizing  7  of  the 
14  heart  failure  measures  that  are 
duplicative  of  the  Hospital  Inpatient 
Quality  Reporting  Program  measures. 

Response:  We  thank  the  commenters 
for  their  input  and  will  take  the 
comments  into  consideration  as  we 
consider  additional  measures  to  adopt 
for  the  HOP  QDRP. 

•  Heart  Failure:  Patient  Education 

Comment:  One  commenter  supported 
this  measure. 

Response:  We  thank  the  commenter  ’ 
■fbr  the  support  and  will  take  the 
comments  into  consideration  as  we 
consider  additional  measures  to  adopt 
for  the  HOP  QDRP. 

•  Heart  Failure:  End  of  Life  Care  Plan 

Comment:  One  commenter  supported 
this  measure. 

Response:  We  thank  the  commenter 
for  the  support  and  will  take  the 
comments  into  consideration  as  we 


consider  additional  measures  to  adopt 
for  the  HOP  QDRP. 

•  Heart  Failure:  Overuse  of 
Echocardiography 

Comment:  One  commenter  supported 
this  measure. 

Response:  We  thank  the  commenter 
for  the  support  and  will  take  it  into 
consideration  as  we  consider  additional 
measures  to  adopt  for  the  HOP  QDRP. 

•  Heart  Failure:  Post-Discharge 
Appointment  for  Heart  Failure  Patients 

Comment:  One  commenter  supported 
this  measure. 

Response:  We  thank  the  commenter 
for  the  support  and  will  take  it  into 
consideration  as  we  consider  additional 
measures  to  adopt  for  the  HOP  QDRP. 

•  Emergency  Department  Transfer 
Communication 

Comment:  Many  commenters 
supported  this  NQF-endorsed  measure. 
Commenters  believed  this  measure  is 
relevant  for  measuring  the  performance 
of  CAHs  and  rural  hospitals  which 
handle  a  large  volume  of  patient 
transfers.  Commenters  stated  that  the 
measure  will  facilitate  the  standardized 
transfer  of  information  provided  by  EDs, 
rural,  and  critical  access  hospitals. 
Commenters  also  encouraged  CMS  to 
consider  adopting  more  quality 
measures  for  rural  facilities.  Some 
commenters  raised  concerns  about 
medical  staff  documentation  and  patient 
communication  issues  associated  with 
this  measure.  One  commenter  cautioned 
that  CMS  needs  to  ensure  that  the 
measure  is  in  conformity  with  current 
EMTALA  regulations  and  guidelines. 

Response:  We  thank  the  commenters 
for  their  input  and  will  take  the 
comments  into  consideration  as  we 
consider  additional  measures  to  adopt 
for  the  HOP  QDRP. 

•  Unplanned  Reintubation 

Comment:  One  commenter  did  not 
believe  the  measure  is  linked  to  quality 
of  care  and  stated  that  there  is  no 
evidence-based  standard  of  practice. 

Response:  We  thank  the  commenter 
for  the  input  and  will  take  it  into 
consideration  as  we  consider  additional 
measures  to  adopt'for  the  HOP  QDRP. 

•  Post-Discharge  Emergency  Visits 
Within  72  Hours 

Comment:  One  commenter  suggested 
that  CMS  consider  whether  an  ED 
patient  previously  received  care  at 
another  hospital  ED  when  attributing 
responsibility  for  performance  on  a 
measure  like  this  to  an  individual 
hospital. 

Response:  We  thank  the  commenter 
for  the  input  and  will  take  it  into 
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consideration  as  we  consider 'additional 
measures  to  adopt  for  the  HOP  QDRP. 

•  Immunization  Refusal  Rate  Measure 

Comment:  One  commenter  did  not 

support  the  measure  based  on  the 
notion  that  a  patient’s  right  to  refuse 
immunization  should  not  be  construed 
as  a  reflection  of  hospital  quality.  The 
commenter  requested  that  CMS  provide 
evidence  that  supports  the  correlation 
between  the  immunization  refusal  rate 
and  the  quality  of  care  furnished  by  an 
HOP  QDRP. 

Response:  We  thank  the  commenter 
for  the  input  and  will  take  it  into 
consideration  as  we  consider  additional 
measures  to  adopt  for  the  HOP  QDRP. 

•  Breast  Cancer  Detection  Rate 

Comment:  One  commenter  was 

pleased  with  this  measure,  but  was 
concerned  about  how  the  measure 
would  be  specified,  collected  and 
reported.  The  commenter  recommended 
that  at  a  minimum,  the  Breast  Cancer 
Detection  Rate  measure  should  be 
calculated  in  concert  with  the 
Mammography  Follow-Up  Rate 
measure. 

Response:  This  measure  is  currently 
under  development,  and  this  input  will 
be  taken  under  consideration. 

In  addition,  we  expressed  concern 
about  the  lack  of  progress  in  reducing 
the  rates  of  healthcare  associated 
infections  (HAIs)  that  was  recently 
reported  in  the  2009  National 
Healthcare  Quality  Report  [http:// 
www.ahrq.gov/qual/nhqr09/ 
nhqr09.pdf).  For  example,  the  report 
found  that  rates  of  postoperative  sepsis 
increased  by  8  percent.  We  view 
healthcare  associated  infections  as  a 
significant  priority  for  quality 
measurement  in  order  to  ensure  that 
health  care  does  riot  result  in  avoidable 
harm  and  to  inforrn  the  public  about 
hospitals’  performance  with  respect  to 
these  infections.  We  invited  public 
comment  on  the  option  to  include 
among  our  prioritization  criteria  quality 
measures  that  assess  performance  on 
healthcare  associated  infections.  Also, 
while  some  HOP  QDRP  measures  cover 
aspects  of  healthcare  associated 
infections,  we  invited  suggestions  on 
additional  measures  that  could  be  added 
to  those  that  hospitals  would  report  and 
that  we  would  make  available  to  the 
public  in  order  to  promote  improvement 
in  healthcare  associated  infection  rates. 

Comment:  A  few  commenters  were 
very  pleased  with  CMS’  concerns 
regarding  the  issue  of  HAIs  and  believed 
they  should  be  ranked  high  priority. 
Commenters  encouraged  CMS  to 
continue  to  explore  whether  it  would  be 
feasible  to  adopt  more  HAIs  in  the  HOP 


QDRP  and  hospital-value-based 
purchasing  program  (HVBP), 
specifically  the  “never  events.”  A  few 
commenters  expressed  support  for 
evidence-based  HAI  measures. 

Response:  We  appreciate  the 
commenters’  strong  support  and 
encouragement.  We  will  look  for 
opportunities  to  include  such  m.easures 
in  our  quality  reporting  and  pay  for 
performance  programs  in  the  future. 

Comment:  Many  commenters  made 
suggestions  with  respect  to  the  HAI 
selection  criteria  CMS  should  use  in  the 
HOP  QDRP.  Some  commenters 
recommended  using  the  metrics/targets 
that  will  be  specified  in  the  National 
Strategy  for  Quality  Improvement  that 
the  Secretary  establishes  under  the 
Affordable  Care  Act  as  guidance  to 
develop  new  HAI  measures.  Some 
commenters  favored  the  HHS  HAI 
Action  Plan.  One  commenter  believed 
the  HAI  quality  measures  that  are 
currently  reported  to  the  CDC’s  National 
Healthcare  Safety  Network  (NHSN)  will 
provide  more  robust  data  (compared  to 
administrative  data)  for  HAI  fracking 
and  assessment.  The  commenter  stated 
that  the  adoption  of  CDC-NHSN 
measures  will  increase  harmonization  of 
State  and  Federal  HAI  reporting 
requirements  while  minimizing  the 
additional  reporting  effort  required  of 
hospitals.  One  commenter  suggested 
developing  HAIs  based  on  sentinel 
events  reported  to  the  Joint 
Commission,  and  using  the  Joint 
Commission — Hospital  Accreditation 
Program:  Infection  Preventions 
■  Standards  as  a  guide.  One  commenter 
recommended  the  adoption  of  the 
guidelines  developed  by  the  Association 
for  Professionals  in  Infection  Control  & 
Epidemiology. 

Response:  We  thank  the  commenters 
for  making  suggestions  regarding  t  HAI 
measure  selection  criteria  and 
guidelines.  The  HHS  HAI  Action  Plan  to 
reduce  Healthcare  Associated  Infections 
is  a  Department-wide  action  plan  to 
reduce  healthcare  associated  infections. 
It  was  released  in  2009  and  is  currently 
undergoing  revision.  It  contains  a  set  of 
seven  metrics  selected  by  HHS  that  are 
meant  to  be  used  for  nationwide  quality 
improvement,  and  also  contains 
national  improvement  goals  for  these 
metrics.  We  contribute  to  the  HHS 
Action  Plan  to  reduce  Healthcare 
Associated  Infections,  and  we  also  are 
collaborating  closely  with  the  CDC  to . 
incorporate  the  NHSN  measures  for 
infection  rate  reporting  into  our  hospital 
quality  reporting  and  pay  for 
performance  programs.  Measures  of 
process  of  care  for  sepsis  will  be 
considered  in  the  future. 


Comment:  Many  commenters 
indicated  their  preferences  with  respect 
to  the  types  of  HAI  measures  that 
should  be  included  in  the  HOP  QDRP. 
One  commenter  recommended  Surgical 
Care  Improvement  Project  (SCIP) 
Infection,  and  the  Surgical  Site  Infection 
measures  (NQF  #0299)  that  NHSN 
reports.  Specifically,  the  commenter 
recommended  the  inclusion  of  this 
measure  in  conjunction  with  the 
“Ability  for  Providers  with  HIT  to 
Receive  Laboratory  Data  Electronically 
Directly  into  Their  Qualified/Certified 
EHR  System  as  Discrete  Searchable 
Data”  measure  (NQF  #0489).  The 
commenter  strongly  believed  the  two 
measures  would  make  a  difference 
between  life  and  death  for  patients  with 
sepsis,  deep  wound  or  surgical  site 
infections.  With  rapid  diagnosis  and 
timely  receipt  of  lab  results,  healthcare 
providers  are  able  to  treat  patients  while 
they  are  being  seen  rather  than 
necessitating  a  return  visit  or  follow-up 
phone  call.  For  HAI  measure  topics,  one 
commenter  recommended  MRSA 
colonization  prior  to  invasive  surgery  or 
at  admission  to  an  acute  care  facility, 
hand-hygiene  adherence,  and  use  of 
barrier  precautions.  One  commenter 
opposed  the  inclusion  of  the  catheter- 
associated  urinary  tract  infections 
(UTIs)  HAI  because  the  commenter 
believed  that  UTIs  are  not  fully 
preventable  and  stated  that  they  are 
hard  to  diagnose  at  the  time  of 
admission  without  urine  screening  and 
cultures.  Furthermore,  the  commenter 
was  concerned  with  the  high  cost  for 
screening  all  patients  undergoing 
surgery  in  HOPDs  and  added  that  the 
practice  is  inconsistent  with  the 
“Diagnosis,  Prevention  anH  Treatment  of 
Catheter- Associated  Urinary  Tract 
Infection  in  Adults;  2009  International 
Clinical  Practice  Guidelines  from  the 
Infectious  Diseases  Society  of  America”, 
which  recommended  that  catheter- 
associated  asymptomatic  bacteriuria 
should  not  be  screened. 

Response:  We  thank  the  commenters 
for  their  suggestions  for  HAI  measure 
topics.  We  disagree  with  the  statement 
that  UTIs  are  not  preventable.  In  fact, 
the  majority  of  CAUTIs  are  preventable 
by  avoiding  unnecessary 
catheterization,  and  by  limiting  the 
duration  of  catheterization.  In  our  view, 
it  is  unnecessary  to  screen  all  patients 
on  arrival  because  the  vast  majority  of 
patients  do  not  have  a  urinary  tract 
infection  at  arrival.  Catheters  are  used 
too  commonly,  often  without 
appropriate  justification.  Very  often, 
many  catheters  are  left  in  far  too  long 
and  most  hospitals  do  not  have  good 
systems  to  identify  patients  that  need  to 
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have  tiie  catheter  removed.  We  are 
working  with  CDC  to  develop  metrics  of 
infection  control  and  outcomes. 

Comment:  One  commenter  was  very 
concerned  about  the  outdated  infection 
control  data  used  by  CMS  to  make 
policy  decisions. 

Response:  We  agree  that  there  is  a 
need  for  more  current  data  on  the  actual 
rates  of  healthcare-associated  infections 
and  we  are  working  closely  with  the 
CDC  to  obtain  this  information  and 
performance  metrics. 

We  thank  the  commenters  for  their 
input  regarding  the  adoption  of  HAI 
quality  measures  in  the  HOP  QDRP 
measure  set. 

C.  Payment  Reduction  for  Hospitals 
That  Fail  To  Meet  the  HOP  QDRP 
Requirements  for  the  CY  201 1  Payment 
Update 

1.  Background 

Section  1833(t)(17)(A)  of  the  Act, 
which  applies  to  subsection  (d) 
hospitals  (as  defined  under  section 
1886(d)(1)(B)  of  the  Act),  requires  that 
hospitals  that  fail  to  report  data  required 
for  the  quality  measures  selected  by  the 
Secretary,  in  the  form  and  manner 
required  by  the  Secretary  under  section 
1833(t)(17)(B)  of  the  Act,  incur  a  2.0 
percentage  point  reduction  to  their  OPD 
fee  schedule  increase  factor,  that  is,  the 
annual  payment  update  factor.  Section 
1833(t)(17)(A)(ii)  of  the  Act  specifies 
that  any  reduction  would  apply  only  to 
the  payment  year  involved  and  would 
not  be  taken  into  account  in  computing 
the  applicable  OPD  fee  schedule 
increase  factor  for  a  subsequent 
payment  year. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68769 
through  68772),  we  discussed  how  the 
payment  reduction  for  failure  to  meet 
the  administrative,  data  collection,  and 
data  submission  requirements  of  the 
HOP  QDRP  affected  the  CY  2009 
payment  update  applicable  to  OPPS 
payments  for  HOPD  services  furnished 
by  the  hospitals  defined  under  section 
1886(d)(1)(B)  of  the  Act  to  which  the 
program  applies.  The  application  of  a 
reduced  OPD  fee  schedule  increase 
factor  results  in  reduced  national 
unadjusted  payment  rates  that  apply  to 
certain  outpatient  items  and  services 
provided  by  hospitals  that  are  required 
to  report  outpatient  quality  data  and 
that  fail  to  meet  the  HOP  QDRP 
requirements.  All  other  hospitals  paid 
under  the  OPPS  receive  the  full  OPPS 
payment  update  without  the  reduction. 

The  national  unadjusted  payment 
rates  for  many  services  paid  under  the 
OPPS  equal  the  product  of  the  OPPS 
conversion  factor  and  the  scaled  relative 


weight  for  the  APC  to  which  the  service 
is  assigned.  The  OPPS  conversion 
factor,  which  is  updated  annually  by  the 
OPD  fee  schedule  increase  factor,  is 
used  to  calculate  the  OPPS  payment  rate 
for  services  with  the  following  status 
indicators  (listed  in  Addendum  B  to  this 
final  rule  with  comment  period):  “P,” 
“Ql,”  “Q2,”  “Q3,”  “R,”  “S,”  “T,”  “V,”  “U,” 
or  “X.”  In  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  (73  FR 
68770),  we  adopted  a  policy  that 
payment  for  all  services  assigned  these 
status  indicators  would  be  subject  to  the 
reduction  of  the  national  unadjusted 
payment  rates  for  applicable  hospitals, 
with  the  exception  of  services  assigned 
to  New  Technology  APCs  with  assigned 
stattis  indicator  “S”  or  “T,”  and 
brachytherapy  sources  with  assigned 
status  indicator  “U,”  which  were  paid  at 
charges  adjusted  to  cost  in  CY  2009.  We 
excluded  services  assigned  to  New 
Technology  APCs  from  the  list  of 
services  subject  to  the  reduced  national 
unadjusted  payment  rates  because  the 
OPD  fee  schedule  increase  factor  is  not 
used  to  update  the  payment  rates  for 
these  APCs. 

In  addition,  section  1833(t)(16)(C)  of 
the  Act,  as  amended  by  section  142  of 
the  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008  (MIPPA) 

(Pub.  L.  110—275),  specifically  required 
that  brachytherapy  sources  be  paid 
during  CY  2009  on  the  basis  of  charges 
adjusted  to  cost,  rather  than  under  the 
standard  OPPS  methodology.  Therefore, 
the  reduced  conversion  factor  also  was 
not  applicable  to  CY  2009  payment  for 
brachj^erapy  sources  because  payment 
would  not  be  based  on  the  OPPS 
conversion  factor  and,  consequently,  the 
payment  rates  for  these  services  were 
not  updated  by  the  OPD  fee  schedule 
increase  factor.  However,  in  accordance 
with  section  1833(t)(16)(C)  of  the  Act,  as 
amended  by  section  142  of  the  MIPPA, 
payment  for  brach3^herapy  sources  at 
charges  adjusted  to  cost  expired  on 
January  1,  2010.  Therefore,  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60641),  we 
finalized  our  CY  2010  proposal,  without 
modification,  to  apply  the  reduction  to 
payment  for  brachytherapy  sources  to 
hospitals  that  fail  to  meet  the  quality 
data  reporting  requirements  of  the  HOP 
QDRP  for  the  CY  2010  OPD  fee  schedule 
increase  factor. 

The  OPD  fee  schedule  increase  factor, 
or  market  basket  update,  is  an  input  into 
the  OPPS  conversion  factor,  which  is 
used  to  calculate  OPPS  payment  rates. 
To  implement  the  requirement  to  reduce 
the  market  basket  update  for  hospitals, 
that  fail  to  meet  reporting  requirements, 
we  calculate  two  conversion  factors:  A 
full  market  basket  conversion  factor 


(that  is,  the’ full  conversion  factor),  and 
a  reduced  market  basket  conversion 
factor  (that  is,  the  reduced  conversion 
factor).  We  then  calculate  a  reduction 
ratio  by  dividing  the  reduced 
conversion  factor  by  the  full  conversion 
factor.  We  refer  to  this  reduction  ratio  as 
the  “reporting  ratio”  to  indicate  that  it 
applies  to  payment  for  hospitals  that  fail 
to  meet  their  reporting  requirements. 
Applying  this  reporting  ratio  to  the 
OPPS  payment  amounts  results  in 
reduced  national  unadjusted  payment 
rates  that  are  mathematically  equivalent 
to  the  reduced  national  unadjusted 
payment  rates  that  would  result  if  we 
multiplied  the  scaled  OPPS  relative 
weights  by  the  reduced  conversion 
factor.  To  determine  the  reduced 
national  unadjusted  payment  rates  that 
applied  to  hospitals  that  failed  to  meet 
their  quality  reporting  requirements  for 
the  CY  2010  OPPS,  we  multiply  the 
final  full  national  unadjusted  payment 
rate  in  Addendum  B  to  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  by  the  CY  2010  OPPS  final 
reporting  ratio  of  0.980  (74  FR  60642). 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68771 
through  68772),  we  established  a  policy 
that  the  Medicare  beneficiary’s 
minimum  unadjusted  copayment  and 
national  unadjusted  copayment  for  a 
service  to  which  a  reduced  national 
unadjusted  payment  rate  applies  would 
each  equal  the  product  of  the  reporting 
ratio  and  the  national  unadjusted 
copayment  or  the  minimum  unadjusted 
copayment,  as  applicable,  for  the 
service.  Under  this  policy,  we  apply  the 
reporting  ratio  to  both  the  minimum 
unadjusted  copayment  and  national 
unadjusted  copayment  for  those 
hospitals  that  receive  the  payment 
reduction  for  failure  to  meet  the  HOP 
QDRP  reporting  requirements.  This 
application  of  the  reporting  ratio  to  the 
national  unadjusted  and  minimum 
unadjusted  copayments  is  calculated 
according  to  §  419.41  of  our  regulations, 
prior  to  any  adjustment  for  hospitals’ 
failure  to  meet  the  quality  reporting 
standards  according  to  §  419.43(h). 
Beneficiaries  and  secondary  payers 
thereby  share  in  the  reduction  of 
payments  to  these  hospitals. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68772),  we 
established  the  policy  that  all  other 
applicable  adjustments  to  the  OPPS 
national  unadjusted  payment  rates 
apply  in  those  cases  when  the  OPD  fee 
schedule  increase  factor  is  reduced  for 
hc'’pitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP.  For 
example,  the  following  standard 
adjustments  apply  to  the  reduced 
national  unadjusted  payment  rates:  The 
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wage  index  adjustment;  the  multiple 
procedure  adjustment;  the  interrupted 
procedure  adjustment;  the  rural  sole 
community  hospital  adjustment;  and  the 
adjustment  for  devices  furnished  with 
full  or  partial  credit  or  without  cost.  VVe 
believe  that  these  adjustments  continue 
to  be  equally  applicable  to  payments  for 
hospitals  that  do  not  meet  the  HOP 
QDRP  requirements.  Sirnilarly,  outlier 
payments  will  continue  to  be  made 
when  the  criteria  are  met.  For  hospitals 
that  fail  to  meet  the  quality  data 
reporting  requirements,  the  hospitals’ 
costs  are  compared  to  the  reduced 
payments  for  purposes  of  outlier 
eligibility  and  payment  calculation. 

This  policy  conforms  to  current  practice 
under  the  IPPS.  In  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60642J,  we  continued  this  policy. 

For  a  complete  discussion  of  the  OPPS 
outlier  calculation  and  eligibility 
criteria,  we  refer  readers  to  section  II. G. 
of  this  CY  2011  OPPS/ASC  final  rule 
with  comment  period. 

2.  Reporting  Ratio  Application  and 
Associated  Adjustment  Policy  for  CY 
2011 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46376),  we  proposed  to 
continue  our  established  policy  of 
applying  the  reduction  of  the  OPD  fee 
schedule  increase  factor  through  the  use 
of  a  reporting  ratio  for  those  hospitals 
that  fail  to  meet  the  HOP  QDRP 
requirements  for  the  full  CY  2011 
annual  payment  update  factor.  For  the 
CY  2011  OPPS,  the  proposed  reporting 
ratio  was  0.980,  calculated  by  dividing 
the  reduced  conversion  factor  of 
$66,930  by  the  full  conversion  factor  of 
$68,267.  The  final  CY  2011  OPPS 
reporting  ratio  is  0.980,  calculated  by 
dividing  the  reduced  conversion  factor 
of  $67,530  by  the  full  conversion- factor 
of  $68,876.  We  proposed  to  continue  to 
apply  the  reporting  ratio  to  all  services 
calculated  using  the  OPPS  conversion 
factor.  For  the  CY  2011  OPPS,  we 
proposed  to  apply  the  reporting  ratio, 
when  applicable,  to  all  HCPCS  codes  to 
which  we  have  assigned  status 
indicators  “P,”  “Ql,”  “Q2,”  “Q3,”  “R,” 

“S,”  “T,”  “Y.”  “U,”  and  “X”  (other  than 
new  technology  APCs  to  which  we  have 
assigned  status  indicators  “S”  and  “T”). 
We  proposed  to  continue  to  exclude 
services  paid  under  New  Technology 
APCs.  We  proposed  to  continue  to  apply 
the  reporting  ratio  to  the  national 
unadjusted  payment  rates  and  the 
minimum  unadjusted  and  national 
unadjusted  copayment  rates  of  all 
applicable  services  for  those  hospitals 
that  fail  to  meet  the  HOP  QDRP 
reporting  requirements.  We  also 
proposed  to  continue  to  apply  all  other 


applicable  standard  adjustments  to  the 
OPPS  national  unadjusted  payment 
rates  for  hospitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP. 
Similarly,  we  proposed  to  continue  to 
calculate  OPPS  outlier  eligibility  and 
outlier  payment  based  on  the  reduced 
payment  rates  for  those  hospitals  that 
fail  to  meet  the  reporting  requirements. 

We  did  not  receive  any  public 
comments  on  our  CY  2011  proposal  to 
apply  the  HOP  QDRP  reduction  in  the 
manner  described  in  the  paragraph 
above  and,  therefore,  are  finalizing  our 
proposal,  without  modification.  For  the 
CY  2011  OPPS,  we  are  applying  a 
reporting  ratio  of  0.980  to  the  national 
unadjusted  payments,  minimum 
unadjusted  copayments,  and  national 
unadjusted  copayments  for  all 
applicable  services  for  those  hospitals 
failing  to  meet  the  HOP  QDRP  reporting 
requirements.  This  reporting  ratio 
applies  to  HCPCS  codes  assi^ed  status 
indicators  “P,”  “Ql,”  “Q2.”  “Q3,”  “R,” 

“S,”  “T,”  “U,”  “V,”  or  “X,”  excluding 
services  paid  under  New  Technology 
APCs.  All  other  applicable  standard 
adjustments  to  the  OPPS  national 
unadjusted  payment  rates  for  hospitals 
that  fail  to  meet  the  requirements  of  the 
HOP  QDRP  will  continue  to  apply.' We 
continue  to  calculate  OPPS  outlier 
eligibility  and  outlier  payment  based  on 
the  reduced  rates  for  those  hospitals  that 
fail  to  meet  the  reporting  requirements. 

'  D.  Requirements  for  HOPD  Quality  Data 
Reporting  for  CY  2012  and  Subsequent 
Years 

In  order  to  participate  in  the  HOP 
QDRP,  hospitals  must  meet 
administrative,  data  collection  and 
submission,  and  data  validation 
requirements  (if  applicable)  Hospitals 
that  do  not  meet  the  requirements  of  the 
HOP  QDRP,  as  well  as  hospitals  not 
participating  in  the  program  and 
hospitals  that  withdraw  from  the 
program,  will  not  receive  the  full  OPPS 
payment  rate  update.  Instead,  in 
accordance  with  section  1833(t)(17)(A) 
of  the  Act,  those  hospitals  will  receive 
a  reduction  of  2.0  percentage  points  in 
their  annual  payment  update  factor  for 
the  applicable  payment  year.  We 
established  the  payment  determination 
requirements  for  the  CY  2011  payment 
update  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR  60642 
through  60652). 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46376  through  46381),  for 
payment  determinations  affecting  the 
CY  2012  payment  update,  we  proposed 
to  implement  the  requirements  listed 
below.  Most  of  these  requirements  are 
the  same  as  the  requirements  we 
implemented  for  the  CY  2011  payment 


determination,  with  some  proposed 
modifications. 

1.  Administrative  Requirements 
To  participate  in  the  HOP  QDRP,  we 
proposed  that  several  administrative 
steps  be  completed.  These  steps  would 
require  the  hospital  to: 

•  Identify  a  QualityNet  security 
administrator  who  follows  the 
registration  process  located  on  the 
QualityNet  Web  site  (http:// 
vvww. QualityNet. erg)  and  submits  the 
information  to  the  appropriate  CMS- 
designated  contractor.  All  CMS- 
designated  contractors  would  be 
identified  on  the  QualityNet  Web  site. 
The  same  person  may  be  the  QualityNet 
security  administrator  for  both  the 
Hospital  Inpatient  Quality  Reporting 
Program  and  the  HOP  QDRP.  From  our 
experience,  we  believe  that  the 
QualityNet  security  administrator 
typically  fulfills  a  variety  of  tasks 
related  to  the  hospital’s  ability  to 
participate  in  the  HOP  QDRP,  such  as: 
Creating,  approving,  editing  and/or 
terminating  QualityNet  user  accounts 
within  the  organization;  monitoring 
QualityNet  usage  to  maintain  proper 
security  and  confidentiality  measures; 
and  serving  as  a  point  of  contact  for 
information  regarding  QualityNet  and 
the  HOP  QDRP.  The  hospital  would  be 
required  to  maintain  a  current 
QualityNet  security  administrator  for  as 
long  as  the  hospital  participates  in  the 
program  due  to  CMS  information 
systems  security  requirements.  While 
only  a  single  QualityNet  security 
administrator  would  be  required  for 
program  purposes,  we  suggest  to 
hospitals  that  it  may  be  beneficial  to 
have  more  than  one  QualityNet  security 
administrator  for  back-up  purposes. 

•  Register  with  QualityNet,  regardless 
of  the  method  used  for  data  submission. 

•  Complete  and  submit  an  online 
participation  form  if  this  form  (or  a 
paper  Notice  of  Participation  form)  has 
not  been  previously  completed,  if  a 
hospital  has  previously  withdrawn,  or  if 
the  hospital  acquires  a  new  CCN.  For 
HOP  QDRP  decisions  affecting  the  CiY 
2012  payment  determination,  hospitals 
that  share  the  same  CCN  would  be 
required  to  complete  a  single  online 
participation  form.  In  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68772),  we  implemented 
an  online  registration  form  and 
eliminated  the  paper  form.  At  this  time, 
the  participation  form  for  the  HOP 
QDRP  is  separate  from  the  Hospital 
Inpatient  Quality  Reporting  Program 
and  completing  a  form  for  each  program 
is  required.  Agreeing  to  participate 
includes  acknowledging  that  the  data 
submitted  to  the  CMS-designated 
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contractor  would  be  submitted  to  CMS, 
shared  with  one  or  more  other  CMS 
contractors  that  support  the 
implementation  of  the  HOP  QDRP  and 
be  publicly  reported. 

We  proposed  to  update  and  retain  the 
following  deadlines,  which  we 
established  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60643),  for  submitting  the  participation 
form: 

Hospitals  with  Medicare  acceptance 
dates  on  or  after  January  1,  201 1 :  For 
the  CY  2012  payment  update,  we 
proposed  that  any  hospital  that  has  a 
Medicare  acceptance  date  on  or  after 
January  1,  2011  (including  a  new 
hospital  and  hospitals  that  have  merged) 
must  submit  a  completed  participation 
form  no  later  than  180  days  from  the 
date  identified  as  its  Medicare 
acceptance  date  on  the  CMS  Online 
System  Certification  and  Reporting 
(OSCAR)  system.  Hospitals  typically 
receive  a  package  notifying  them  of  their 
new  CCN  after  they  receive  their 
Medicare  acceptance  date.  The 
Medicare  acceptance  date  is  the  earliest 
date  that  a  hospital  can  receive 
Medicare  payment  for  the  services  that 
it  furnishes.  Completing  the 
participation  form  would  include 
supplying  the  name  and  address  of  each 
hospital  campus  that  shares  the  same 
CCN. 

The  use  of  the  Medicare  acceptance 
date  as  beginning  the  timeline  for  HOP 
QDRP  participation  allows.  CMS  to 
monitor  more  effectively  hospital 
compliance  with  the  requirement  to 
complete  a  participation  form  because  a 
hospital’s  Medicare  acceptance  date  is 
readily  available  to  CMS  through  its 
data  systems.  In  addition,  providing  an 
extended  time  period  to  register  for  the 
program  would  allow  newly  functioning 
hospitals  sufficient  time  to  get  their 
operations  fully  functional  before 
having  to  collect  and  submit  quality 
data.  We  invited  public  comment  on 
this  proposed  policy. 

Hospitals  with  Medicare  acceptance 
dates  before  January  1,  2011:  For  the  CY 
2012  payment  update,  we  proposed  that 
any  hospital  that  has  a  Medicare 
acceptance  date  on  or  before  December 
31,  2010  that  is  not  currently 
participating  in  the  HOP  QDRP  and 
wishes  to  participate  in  the  CY  2012 
HOP  QDRP  must  submit  a  participation 
form  by  March  31,  2011.  We  proposed 
a  deadline  of  March  31,  2011,  because 
we  believe  it  would  give  hospitals 
sufficient  time  to  decide  whether  they 
wish  to  participate  in  the  HOP  QDRP,  as 
well  as  put  into  place  the  necessary  staff 
and  resources  to  timely  report  data  for 
first  quarter  CY  2011  services.  This 
requirement  would  apply  to  all 


hospitals  whether  or  not  the  hospital 
billed  for  payment  under  the  OPPS. 

Under  our  current  requirements^ 
hospitals  that  wanl  to  withdraw  from 
participation  must  follow  the  same 
deadlines  as  hospitals  that  want  to 
participate.  We  proposed  to  change  this 
requirement.  We  proposed  to  lengthen 
the  time  during  which  hospitals  may 
withdraw  from  participation  because  we 
believe  that  hospitals  should  be  allowed 
more  time  to  consider  this  decision.  In 
addition,  this  increased  time  to 
withdraw  is  comparable 
programmatically  to  our  approach  under 
the  Hospital  Inpatient  Quality  Reporting 
Program  (75  FR  23996  and  50231). 
Specifically,  for  the  CY  2012  payment 
update,  we  proposed  that  any  HOP 
QDRP  participating  hospital  that  wants 
to  withdraw  may  do  so  at  any  time  from. 
January  1,  2011  to  November  1,  2011. 
Hospitals  that  withdraw  during  this 
time  period  for  the  CY  2012  payment 
update  would  not  be  able  to  sign  up  to 
participate  for  the  CY  2012  payment 
update,  would  have  a  2.0  percentage 
point  reduction  in  their  CY  2012 
payment  update,  and  would  be  required 
to  resubmit  a  participation  form  in  order 
to  participate  for  purposes  of  any  future 
payment  updates.  We  note  that  once  a 
hospital  has  submitted  a  participation 
form,  it  is  considered  to  be  an  active 
HOP  QDRP  participant  until  such  time 
as  the  hospital  submits  a  withdrawal 
form  to  CMS  or  the  facility  is  designated 
as  closed  in  the  CMS  OSCAR  system. 

We  invited  public  comment  on  this 
proposed  policy. 

We  did  not  receive  any  public 
comments  on  our  CY  2011  proposals  for 
HOP  QDRP  administrative  requirements 
for  the  CY  2012  payment  determination; 
therefore,  we  are  finalizing  our 
proposals  without  modification. 

2.  Data  Collection  and  Submission 
Requirements 

a.  General  Data  Collection  and 
Submission  Requirements 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46377  through  46379),  we 
proposed  that,  to  be  eligible  for  the  full 
CY  2012  OPPS  payment  update, 
hospitals  would  be  required  to: 

•  Submit  data:  Hospitals  that  would 
be  participating  in  the  HOP  QDRP 
would  be  required  to  submit  data  for 
each  applicable  quarter  by  the  deadline 
posted  on  the  QualityNet  Web  site;  there 
must  be  no  lapse  in  data  submission. 

For  the  CY  2012  annual  payment 
update,  the  applicable  quarters  would 
be  as  follows;  3rd  quarter  CY  2010,  4th 
quarter  CY  2010,  1st  quarter  CY  2011, 
and  2nd  quarter  CY  2011.  Hospitals  that 
did  not  participate  in  the  CY  2011  HOP 


QDRP,  but  would  like  to  participate  in 
the  CY  2012  HOP  QDRP,  and  that  have 
a  Medicare  acceptance  date  on  the 
OSCAR  system  before  January  1,  2011, 
would  begin  data  submission  for  1st 
quarter  CY  2011  services  using  the  CY 
2012  measure  set  that  would  be 
finalized  in  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period.  For 
those  hospitals  with  Medicare 
acceptance  dates  on  or  after  January  1, 
2011,  data  submission  must  begin  with 
the  first  full  quarter  following  the 
submission  of  a  completed  online 
participation  form.  For  the  claims-based 
measures,  we  would  calculate  the 
measures  using  the  hospital’s  Medicare 
claims  data.  For  the  CY  2012  payment 
update,  we  would  utilize  paid  Medicare 
FFS  claims  submitted  prior  to  January  1, 
2011,  to  calculate  these  measures.  For 
the  structural  measure  to  be  used  for  the 
CY  2012  payment  determination, 
hospitals  would  be  required  to  submit 
data  beginning  with  January  1,  2011 
discharges  using  a  Web-based  tool 
available  on  QualityNet  beginning  in 
2011. 

Sampling  and  Case  Thresholds:  It 
would  not  be  necessary  for  a  hospital  to 
submit  data  for  all  eligible  cases  for 
some  measures  if  sufficient  eligible  case 
thresholds  are  met.  Instead,  for  those 
measures  where  a  hospital  has  a 
sufficiently  large  number  of  cases,  the 
hospital  would  sample  cases  and  submit 
’  data  for  these  sampled  cases  rather  than 
submitting  data  from  all  eligible  cases. 
This  sampling  scheme,  which  includes 
the  minimum  number  of  cases  based 
upon  case  volume,  would  be  set  out  in 
the  HOPD  Specifications  Manual  at  least 
3  months  in  advance  of  the  required 
data  collection.  We  proposed  to  change 
this  notification  timeframe  for  this 
sampling  scheme  to  at  least  3  months 
from  at  least  4  months  to  be  consistent 
with  the  HOPD  Specifications  Manual 
release  schedule.  Hospitals  would  be 
required  to  meet  the  sampling 
requirements  for  required  quality 
measures  each  reporting  quarter. 

In  addition,  in  order  to  reduce  the 
burden  on  hospitals  that  treat  a  low 
number  of  patients  but  otherwise  meet 
the  submission  requirements  for  a 
particular  quality  measure,  hospitals 
that  have  five  or  fewer  claims  (both 
Medicare  and  non-Medicare)  for  any 
measure  included  in  a  measure  topic  in 
a  quarter  would  not  be  required  to 
submit  patient  level  data  for  the  entire 
measure  topic  for  that  quarter.  Even  if 
hospitals  would  not  be  required  to 
submit  patient  level  data  because  they 
have  five  or  fewer  claims  (both 
Medicare  and  non-Medicare)  for  any 
measure  included  in  a  measure  topic  in 
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a  quarter,  we  proposed  that  they  may 
voluntarily  do  so. 

Hospitals  would  be  required  to  submit 
all  required  data  according  to  the  data 
submission  schedule  that  will  be 
available  on  the  QualityNet  Web  site 
[https://www.QuaIityNet.org).  This  Web 
site  meets  or  exceeds  all  current  HIPAA 
requirements.  Submission  deadlines 
would,  in  general,  be  4  months  after  the 
last  day  of  each  calendar  quarter.  Thus, 
for  example,  the  submission  deadline 
for  data  for  services  furnished  during 
the  first  quarter  of  CY  2011  (January- 
March  2011)  would  be  on  or  around 
August  1,  2011.  The  actual  submission 
deadlines  would  be  posted  on  the 
http://www.QualitvNet.org  Web  site. 

Hospitals  woulft  be  required  to  submit 
data  to  the  OPPS  Clinical  Warehouse 
using  either  the  CMS  Abstraction  and 
Reporting  Tool  for  Outpatient 
Department  (CART-OPD)  measures  or 
the  tool  of  a  third-party  vendor  that 
meets  the  measure  specification 
requirements  for  data  transmission  to 
QualityNet. 

Hospitals  would  be  required  to  submit 
quality  data  through  My  QualityNet,  the 
secure  portion  of  the  QualityNet  Web 
site,  to  the  OPPS  Clinical  Warehouse. 

The  OPPS  Clinical  Warehouse,  which  is 
maintained  by  a  CMS-designated 
contractor,  would  submit  the  OPPS 
Clinical  Warehouse  data  to  CMS.  OPPS 
Clinical  Warehouse  data  are  not 
currently  considered  to  be  Quality 
Improvement  Organization  (QIO)  data; 
rather,  we  consider  such  data  to  be  CMS 
data.  However,  it  is  possible  that  the 
information  in  the  OPPS  Clinical 
Warehouse  may  at  some  point  become 
QIO  information.  If  this  occurs,  these 
data  would  also  become  protected  under 
the  stringent  QIO  confidentiality 
regulations  in  42  CFR  part  480. 

Hospitals  would  be  required  to  collect 
HOP  QDRP  data  from  outpatient 
episodes  of  care  to  which  the  required 
measures  apply.  For  the  purposes  of  the 
HOP  QDRP,  an  outpatient  “episode  of 
care”  is  defined  as- care  provided  to  a 
patient  who  has  not  been  admitted  as  an 
inpatient,  but  who  is  registered  on  the 
hospital’s  medical  records  as  an 
outpatient  and  receives  services  (rather 
than  suppliers  alone)  directly  from  the 
hospital.  Every  effort  would  be  made  to 
ensure  that  data  elements  common  to 
both  inpatient  and  outpatient  settings 
are  defined  consistently  for  purposes  of 
quality  reporting  (such  as  “time  of 
arrival”). 

Hospitals  would  be  required  to  submit 
quality  data  using  the  CCN  under  which 
the  care  was  furnished. 

To  be  accepted  into  the  OPPS  Clinical 
Warehouse,  data  submissions,  at  a 
minimum,  would  be  required  to  be 


timely,  complete,  and  accurate.  Data 
submissions  are  considered  to  be 
“timely”  when  data  are  successfully 
accepted  into  the  OPPS  Clinical 
Warehouse  on  or  before  the  reporting 
deadline.  A  “complete”  submission 
would  be  determined  based  on  whether 
the  data  satisfy  the  sampling  criteria 
that  are  published  and  maintained  in 
the  HOPD  Specifications  Manual,  and 
must  correspond  to  both  the  aggregate 
number  of  cases  submitted  by  a  hospital 
and  the  number  of  Medicare  claims  the 
hospital  submits  for  payment.  We  are 
aware  of  “data  lags”  that  occur  when 
hospitals  submit  claims,  then  cancel 
and  correct  those  claims;  efforts  would  ' 
be  made  to  take  such  events  into 
account  that  can  change  the  aggregate 
Medicare  case  counts.  To  be  considered 
“accurate,”  submissions  would  be 
required  to  pass  validation,  if 
applicable. 

We  strongly  recommend  that 
hospitals  review  OPPS  Clinical 
Warehouse  feedback  reports  and  the 
HOP  QDRP  Provider  Participation 
Reports  that  are  accessible  through  their 
QualityNet  accounts.  These  reports 
enable  hospitals  to  verify  whether  the 
data  they  or  their  vendors  submitted 
were  accepted  into  the  OPPS  Clinical 
Warehouse  and  the  date/time  that  such 
acceptance  occurred.  We  also  note  that 
irrespective  of  whether  a  hospital 
submits  data  to  the  OPPS  Clinical 
Warehouse  itself  or  uses  a  vendor  to 
complete  the  submissions,  the  hospital 
would  be  responsible  for  ensuring  that 
HOP  QDRP  requirements  are  met. 

Finally,  during  the  past  two  years  of 
the  HOP  QDRP,  the  submission  of 
population  and  sampling  data  was  not 
required,  though  hospitals  could 
submit,  on  a  voluntary  basis,  the 
aggregate  numbers  of  outpatient 
episodes  of  care  which  are  eligible  for 
submission  under  the  HOP  QDRP  and 
sample  size  counts.  These  aggregated 
numbers  of  outpatient  episodes 
represent  the  number  of  outpatient 
episodes  of  care  in  the  universe  of  all 
possible  cases  eligible  for  data  reporting 
under  the  HOP  QDRP.  For  the  CY  2012 
payment  update,  we  proposed  to  require 
submission  of  this  population  and 
sample  size  data.  Specifically,  we 
proposed  that  hospitals  must  submit  on 
a  quarterly  basis,  aggregate  population 
and  sample  size  counts  for  Medicare 
and  non-Medicare  encounters  for  the 
measure  populations  for  which  chart- 
abstracted  data  must  be  submitted. 
Under  this  proposal,  hospitals  would 
submit  aggregate  population  and  sample 
size  counts  for  measure  populations 
even  if  the  hospital  had  not  treated 
patients  in  a  specific  measure 
population;  that  is,  if  a  hospital  has  not 


treated  any  patients  in  a  specific  HOP 
QDRP  measure  population,  the  hospital 
would  still  be  required  to  submit  a  zero 
for  its  quarterly  aggregate  population 
and  sample  counts  to  meet  the 
requirement. 

We  believe  that  hospitals  have  had 
sufficient  time  to  become  familiar  with 
HOP  QDRP  data  and  to  develop  data 
systems  necessary  to  support  this 
requirement.  We  view  it  as  vital  for 
quality  data  reporting  for  hospitals  to  be 
able  to  determine  accurately  their 
aggregate  population  and  appropriate 
sampling  size  data  to  assess  their 
completeness  of  data  reporting.  We  relv 
on  hospitals  to  properly  sample  cases 
where  sampling  occurs  so  that 
representative  data  are  submitted;  for 
hospitals  to  correctly  sample,  itis 
necessary  for  them  to  be  able  to 
determine  their  aggregate  population 
sizes.  In  addition,  we  believe  it  is 
beneficial  for  hospitals  to  develop 
systems  that  can  determine  whether  or 
not  they  have  furnished  services  or 
billed  for  five  or  fewer  cases  for  a 
particular  measure  topic  on  a  quarterly 
basis. 

We  proposed  that  the  deadlines  for’ 
the  reporting  of  aggregate  numbers  of 
outpatient  episodes  of  care  and  sample 
size  counts  would  be  the  same  as  those 
for  the  reporting  of  data  for  the 
measures  requiring  chart  abstraction, 
and  these  deadlines  would  be  posted  on 
the  data  submission  schedule  that 
would  be  available  on  the  QualityNet 
Web  site.  Hospitals  would  be  permitted 
to  submit  this  information  prior  to  the 
deadline;  this  would  allow  CMS  to 
advise  hospitals  regarding  their 
incomplete  submission  status  as 
appropriate  and  give  hospitals  sufficient 
time  to  make  appropriate  revisions 
before  the  data  submission  deadline. 

We  plan  to  use  the  aggregate 
population  and  sample  size  data  to 
assess  data  submission  completeness 
and  adherence  to  sampling 
requirements  for  Medicare  and  non- 
Medicare  patients. 

We  invited  public  comment  on  these 
proposed  requirements.  The  public 
comments  we  received  and  our 
responses  are  outlined  below. 

Comment:  One  commenter  supported 
the  requirement  that  hospital  outpatient 
departments  report  quality  data  under 
the  HOP  QDRP.  This  commenter  stated 
a  belief  that  payment  incentives  to 
increase  the  reporting  of  data  by 
hospital  outpatient  departments 
represent  a  useful  tool  in  promoting 
transparency. 

Response:  We  thank  the  commenter 
for  supporting  hospital  outpatient 
quality  data  reporting  under  the  HOP 
QDRP,  the  use  of  the  2.0  percentage 
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point  reduction  for  hospitals  that  do  not 
successfully  report  quality  data,  and  the 
use  of  payment  incentives  to  promote 
transparency. 

Comment:  One  commenter  stated  that 
frontline  workers  are  important  in  data 
collection  and  reporting  for  the  HOP 
QDRP  and  that  the  best  interests  of 
patients  would  be  served  if  frontline 
healthcare  workers  are  guaranteed  a 
voice  in  the  development  and 
implementation  of  mechanisms  to 
collect  quality  data. 

Response:  We  agree  with  the 
commenter  that  those  that  perform  the 
work  for  data  collection  and  reporting 
for  the  HOP  QDRP  should  have  a  voice 
in  the  development  and  implementation 
of  mechanisms  to  collect  quality  data. 

To  that  end,  we  encourage  these 
workers  as  well  as  other  members  of  the 
public  to  participate  in  the  comment 
process  for  the  OPPS/ASC  proposed 
rule  with  comment  period.  In  addition. 
CMS  offers  educational  programs, 
including  programs  that  include 
discussions  of  proposed  and  final  HOP 
QDRP  requirements  and  encourages  the 
public  to  submit  input  directly  to  the 
HOP  QDRP  support  contractor  or  via  a 
question  and  answer  tool  located  at 
https://cms-ocsq.custheIp.com/cgi-bin/ 
cmsjocsq.cfg/php/enduser/ 
home.php?p_sid=_  * 
crjryj6'p_accessibili  ty=0&'p_redirect= . 

Comment:  One  commenter  asked  for 
the  definition  of  an  outpatient  and 
whether  this  definition  would  include 
patients  obtaining  testing  only  or  must' 
patients  be  in  an  outpatient  bed. 

Response:  The  term  “outpatient”  is 
defined  in  the  Medicare  Claims 
Processing  Manual,  Chapter  1,  Section 
50.3.1.  This  section  states  that 
“outpatient”  means  a  person  who  has 
not  been  admitted  as  an  inpatient  but 
who  is  registered  on  the  hospital  or 
critical  access  hospital  (CAH)  records  as 
an  outpatient  and  receives  services 
(rather  than  supplies  alone)  directly 
•  ft-om  the  hospital  or  CAH.”  Therefore, 
“outpatients”  could  include  patients 
solely  obtaining  diagnostic  services,  as 
well  as  those  patients  who  have  been 
placed  in  a  bed,  provided  they  meet  the 
applicable  definition  of  “outpatient.” 

Comment:  Some  commenters  agreed 
that  hospitals  with  five  or  fewer  claims 
for  a  specific  measure  should  not  be 
required  to  submit  patient-level  data  for 
the  entire  measure  topic  for  that  quarter, 
but  should  be  allowed  to  submit  data 
voluntarily.  These  commenters  stated 
their  belief  that  this  exception  should 
apply  to  hospitals  with  less  than  six 
Medicare  claims,  not  less  than  six 
claims  across  all  payers. 

Response:  We  thank  the  commenters 
for  supporting  our  policy  to  not  require 


hospitals  with  five  or  fewer  claims  for 
a  specific  measure  for  a  quarter  to 
submit  data  while  allowing  these 
hospitals  to  report  data  voluntarily. 

With  respect  to  the  commenters’ 
suggestion  that  we  modify  our  policy  to 
apply  to  five  or  fewer  Medicare  claims 
(rather  than  five  or  fewer  Medicare  and 
non-Medicare  claims),  we  selected  more 
than  5  cases  per  quarter  (more  than  20 
cases  per  year)  as  the  minimum 
threshold  to  ensure  that  the  vast 
majority  of  hospitals  with  sufficient 
caseload  would  be  required  to  submit 
data,  while  easing  the  burden  on 
hospitals  whose  patient  counts  were  too 
small  to  reliably  report  hospital  measure 
results.  Because  we  collect  data  on  both 
Medicare  and  non-Medicare  patients, 
we  believe  it  is  appropriate  to  set  our 
case  thresholds  using  the  population  for 
which  we  are  collecting  data,  which 
includes  both  Medicare  and  non- 
Medicare  patients. 

Comment:  One  commenter  stated  that 
the  term  “encounter”  is  not  defined  in 
the  outpatient  setting,  and  it  is  not  so 
clear  cut.  This  commenter  questioned 
for  what  purpose  does  the  CMS  need  • 
population  and  sampling  data  as  the 
proposed  rule  was  not  clear  about  the 
ultimate  purpose  for  these  data 
collections. 

Response:  We  disagree  with  the 
commenter  that  the  term  “encounter”  is 
not  defined  in  the  outpatient  setting.  We 
refer  the  commenter  to  the  definition  of 
hospital  outpatient  “encounter”  in  the 
CMS  Medicare  Benefit  Policy  Manual, 
Chapter  6,  Section  20.3,  which  states  the 
following:  “A  hospital  outpatient 
‘encounter’  is  a  direct  personal  contact 
between  a  patient  and  a  physician,  or 
other  person  who  is  authorized  by  State 
licensure  law  and,  if  applicable,  by 
hospital  or  CAH  staff  bylaws,  to  order  or 
furnish  hospital  services  for  diagnosis  or 
treatment  of  the  patient.”  Regarding  the 
ultimate  purpose  of  reported  population 
and  sampling  data,  as  we  have  stated 
previously,  (74  FR  60645),  and  in  this 
proposed  rule  with  comment  period,  we 
plan  to  use  the  aggregate  population  and 
sample  size  data  to  assess  data 
submission  completeness  and 
adherence  to  sampling  requirements  for 
Medicare  and  non-Medicare  patients. 
Further,  as  we  stated  in  our  proposal, 
we  view  it  as  vital  for  quality  data 
reporting  that  hospitals  be  able  to 
determine  accurately  their  aggregate 
population  and  appropriate  sampling 
size  data  to  assess  their  completeness  of 
data  reporting. 

Comment:  Many  commenters  stated 
their  belief  that  collecting  population 
and  sampling  data  for  outpatient 
measures  is  burdensome  and  time- 
consuming  for  hospitals.  These 


commenters  urged  CMS  to  not  finalize 
this  provision  to  collect  such  data  as  the 
challenges  to  do  so  are  particularly  great 
for  both  larger  hospitals  and  smaller 
hospitals.  Some  of  these  commenters 
cited  specific  underlying  factors  for 
hospitals  of  certain  size;  that  larger 
hospitals  have  very  large  patient 
populations  and  smaller  hospitals  have 
less  integrated  HIT  systems.  Some 
commenters  expressed  concern  that 
identifying  outpatient  populations  is 
difficult  and  that  it  may  not  be  possible 
for  an  all-payer  patient  population 
because  outpatient  billing  is  more 
varied  and  less  defined  than  inpatient 
billing.  One  commenter  stated  that 
unlike  inpatient  information  which  is 
located  in  a  single  facility,  outpatient 
population  and  sample  size  data  may  be 
located  in  diverse  outpatient  settings 
and  a  hospital’s  ability  to  manage  this 
data  from  diverse  sources  could  be 
problematic  because  of  the  time,  cost, 
and  resource  commitment  for  this 
requirement.  One  commenter  stated  that 
in  some  cases  hospital  charges  are 
written  off  or  not  billed  in  favor  of 
physician  charges  so  querying  the  UB- 
04  data  for  such  cases  would  retrieve  an 
incomplete  patient  population  and 
would  exclude  non-Medicare  patients. 
One  commenter  suggested  that  CMS 
wait  until  the  meaningful  use 
implementation  of  EHRs  is  completed 
before  requiring  the  reporting  of 
population  and  sampling  data  because 
this  would  eliminate  the  burden  on 
hospital  staff  to  pull  data  from  multiple 
sources  to  obtain  population  size.  One 
commenter  stated  that  it  foresaw  the 
implementation  of  the  population  and 
sample  data  reporting  requirement  as- 
extremely  problematic. 

Response:  We  understand  the 
commenters’  concerns  that  outpatient 
billing  could  be  more  varied  and  less 
defined  than  inpatient  billing  and  that 
there  could  be  issues  with  charge  write¬ 
offs  and  other  billing  factors  that  could 
complicate  a  hospital’s  determination  of 
outpatient  population  sizes.  We 
acknowledge  that  the  adoption  of  EHRs 
could  facilitate  the  determination  of 
outpatient  population  sizes.  We  also 
acknowledge  that  we  have  seen 
evidence  that  some  hospitals  would  not 
be  able  to  meet  the  reporting  of 
population  and  sampling  size 
requirement  due  to  issues  such  as  the 
information  being  located  in  multiple 
areas.  We  have  noted  this  issue  in 
previous  rulemaking  (74  FR  60645).  We 
note  that  the  HOP  QDRP  is  entering  its 
th-fd  year  of  quality  data  reporting  and 
believe  that  it  would  be  beneficial  for 
hospitals  to  develop  systems  that  can 
determine  their  population  sizes  for 
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outpatient  quality  measures  so  they  can 
assess  their  completeness  of  reporting 
and  accuracy  of  their  sample  size 
selections.  , 

However,  after  consideration  of  the 
public  comments  we  received,  we  have 
decided  to  not  finalize  our  proposal  to 
require  the  reporting  of  population  and 
sample  size  data  and  instead  continue 
our  policy  of  accepting  the  submission 
of  this  information  on  a  voluntary  basis 
for  the  CY  2012  payment  determination. 
In  the  past  we  have  recognized  that 
collecting  this  information  can  be 
burdensome  and  time  consuming  for 
some  hospitals  for  their  outpatient 
populations.  Based  upon  the  comments 
we  received,  we  are  convinced  that 
these  issues  remain  for  a  significant 
number  of  hospitals. 

For  all  other  CY  2011  proposals  for 
general  datarcollection  and  submission 
requirements  (that  is,  those  proposals 
aside  from  the  population  and  sampling 
data  reporting  requirement),  we  did  not 
receive  any  comments  and  we  are 
finalizing  these  proposals  without 
modification. 

b.  Extraordinary  Circumstance 
Extension  or  Waiver  for  Reporting 
Quality  Data 

In  our  experience,  there  have  been 
times  when  hospitals  have  been  unable 
to  submit  required  quality  data  due  to 
extraordinary  circumstances  that  are  not 
within  their  control.  It  is  our  goal  to  not 
penalize  hospitals  for  such 
circumstances  and  we  do  not  want  to 
unduly  increase  their  burden  during 
these  times.  Therefore,  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60046  through  600647), 
we  adopted  a  process  for  hospitals  to 
request  and  for  CMS  to  grant  extensions 
or  waivers  with  respect  to  the  reporting 
of  required  quality  data  when  there  are 
extraordinary  circumstances  beyond  the 
control  of  the  hospital.  In  the  CY  2011 
OPPS/ASC  proposed  rule  (75, FR  46379), 
we  proposed  to  retain  these  procedures 
with  some  proposed  modifications. 

Under  the  process,  in  the  event  of 
extraordinary  circumstances,  such  as  a 
natural  disaster,  not  within  the  control 
of  the  hospital,  for  the  hospital  to 
receive  consideration  for  an  extension 
or  waiver  of  the  requirement  to  submit 
quality  data  for  one  or  more  quarters,  a 
hospital  would  submit  to  CMS  a  request 
form  that  would  be  made  available  on 
the  QualityNet  Web  site.  The  following 
information  should  be  noted  on  the 
■  form: 

•  Hospital  CCN; 

•  Hospital  Name; 

•  CEO  and  any  other  designated 
personnel  contact  information, 
including  name,  e-mail  address. 


telephone  number,  and  mailing  address 
(must  include  a- physical  address:  a  post 
office  box  address  is  not  acceptable); 

•  Hospital’s  reason  for  requesting  an 
extension  or  waiver; 

•  Evidence  of  the  impact  of  the 
extraordinary  circumstances,  including 
but  not  limited  to  photographs, 
newspaper  and  other  media  articles;  and 

•  A  date  when  the  hospital  would 
again  be  able  to  submit  HOP  QDRP  data, 
and  a  justification  for  the  proposed  date. 

The  request  form  would  be  signed  by 
the  hospital’s  CEO.  A  request  form 
would  be  required  to  be  submitted 
within  45  days  of  the  date  that  the 
extraordinary  circumstance  occurred. 

We  proposed  to  remove  the  requirement 
found  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR 
60646)  that  the  hospital  include  an 
identified  reason  for  requesting  an 
extension  or  waiver  in  addition  to  the 
hospital’s  reason  for  requesting  an 
extension  or  waiver  as  a  requirement. 

We  believe  that  this  requirement  is 
redundant  and  removing  it  will  reduce 
unnecessciry  hospital  burden. 

Following  receipt  of  such  a  request, 
CMS  would — 

(1)  Provide  a  written 
acknowledgement  using  the  contact  - 
information  provided  in  the  request,  to 
the  CEO  and  any  additional  designated 
hospital  personnel,  notifying  them  that 
the  hospital’s  request  has  been  received; 

(2)  Provide  a  formal  response  to  the 
CEO  and  any  additional  designated 
hospital  personnel  using  the  contact 
information  provided  in  the  request 
notifying  them  of  our  decision;  and 

(3)  Complete  any  CY  2011  request  for 
Extraordinary  Circumstance  Extension 
or  Waiver  for  Reporting  Quality  Data 
requests  reviews  and  communicate  the 
results  of  these  determinations  within 
90  days  following  our  receipt  of  such  a 
request.  We  proposed  to  add  a  deadline 
for  a  CMS  response  so  that  hospitals  can 
have  a  designated  timeline  for  when 
they  should  receive  such  a  response. 

This  proposal  would  not  preclude  us 
from  granting  waivers  of  extensions  to 
hospitals  that  have  not  requested  them 
when  we  determine  that  an 
extraordinary  circumstance,  such  as  an 
act  of  nature  (for  example,  hurricane) 
affects  an  entire  region  or  locale.  If  we 
make  the  determination  to  grant  a 
waiver  or  extension  to  hospitals  in  a 
region  or  locale,  we  would 
communicate  this  decision  to  hospitals 
and  vendors  through  routine 
communication  channels,  including  but 
not  limited  to  e-mails  and  notices  on  the 
QualityNet  Web  site.  We  invited  public 
comment  on  these  proposals. 

We  did  not  receive  any  public 
comments  on  our  CY  2011  proposals  for 


extraordinary  circumstance  extensions 
or  waivers  for  the  reporting  of  quality 
data  under  the  HOP  QDRP;  therefore, 
we  are  finalizing  our  proposals  without 
modification. 

3.  HOP  QDRP  Validation  Requirements 
for  Chart- Abstracted  Data:  Data 
Validation  Approach  for  CY  2012  and 
Subsequent  Years 

a.  Background 

In  the  CY  2010  OPPS/ASC  proposed 
rule,  we  solicited  public  comments  on 
our  proposed  validation  methodology 
(74  FR  35403  through  35404).  We  stated 
that  we  are  considering  building  upon 
what  we  proposed  as  a  validation 
approach  for  CY  2012  and  subsequent 
years  by,  in  addition  to  selecting  a 
random  sample  of  hospitals  for 
validation  purposes,  selecting  targeted 
hospitals  based  on  criteria  designed  to 
measure  whether  the  data  they  have 
reported  raises  a  concern  regarding  data 
accuracy.  These  possible  targeting 
criteria  included  identified  abnormal 
data  patterns,  whether  a  hospital  had 
previously  failed  validation,  whether  a 
hospital  had  not  been  previously 
selected  for  validation  for  2  or  more  . 
consecutive  years,  and  some 
combination  of  some  or  all  of  the 
'  criteria. 

We  solicited  public  comments  on 
whether  such  criteria,  or  another 
approach,  should  be  applied  in  future 
years.  We  especially  solicited 
suggestions  for  additional  criteria  that 
could  be  used  to  target  hospitals  for 
validation.  We  greatly  appreciate  all  the 
public  comments  we  received  regarding 
the  validation  process  proposed  for  CY 
2012  and  subsequent  years.  We 
responded  to  public  comments  on  our 
proposed  methodology  for  CY  2012  and 
subsequent  years  but  did  not  finalize  a 
validation  process  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  74  FR  60650  through  60652).  We 
noted  that  we  would  take  all  of  the 
comments  we  received  into  account 
when  we  develop  our  validation 
proposals  for  CY  2012. 

b.  Data  Validation  Requirements  for  CY 
2012 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46379  through  46381), 
similar  to  our  proposed  and  adopted 
validation  plan  for  the  FY  2012  Hospital 
Inpatient  Quality  Reporting  Program,  we 
proposed  to  validate  data  from  800 
randomly  selected  hospitals 
(approximately  20  percent  of  all 
participating  HOP  QDRP  hospitals)  each 
year,  beginning  with  CY  2012  payment 
determination.  We  proposed  to  sample 
800  hospitals  because  we  believe,  based 
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upon  sampling  simulation  studies  using 
HOP  QDRP  data,  that  sampling  this 
number  would  provide  a  sufficient 
number  for  a  representative  sample  of 
hospitals  on  various  strata  (for  example^ 
urban,  rural,  bed-size)  while 
significantly  reducing  overall  hospital 
burden.  For  the  CY  2012  payment 
determination,  we  would  select  only 
from  hospitals  participating  for  the  CY 
2012  payment  update,  so  if  a  hospital 
submitted  data  for  the  CY  2011,  but 
withdrew,  this  hospital  would  not  be 
deemed  as  eligible  for  selection.  We 
noted  that  because  800  hospitals  would 
be  selected  randomly,  every  HOP  QDRP- 
participating  hospital  would  be  eligible 
each  year  for  validation  selection. 

For  each  selected  hospital,  we 
proposed  to  randomly  select  up  to  a 
total  of  48  self-reported  cases  from  the 
total  number  of  cases  (12  per  quarter) 
that  the  hospital  successfully  submitted 
to  the  OPPS  Clinical  Warehouse. 
However,  if  a  selected  hospital  has 
submitted  less  than  12  cases  in  any 
quarter,  only  those  cases  available 
would  be  validated.  We  believe  that 
validating  a  larger  number  of  cases  per 
hospital,  but  only  for  800  randomly 
selected  hospitals,  and  validating  these 
cases  at  the  measure  level  (rather  than 
the  data  element  level)  has  several 
benefits.  We  proposed  up  to  a  total  of 
48  cases  per  hospital  because  a  sample 
size  of  about  50  is  considered  sufficient 
for  detecting  relationships  and 
correlations,  so  a  larger  sample  size  is 
not  deemed  necessary  (for  reference,  see 
Wilson  Van  Voohis,  Carmen  R.  and 
Morgan,  Betsey  L.,  (2007), 

Understanding  Power  and  Rules  of 
Thumb  for  Determining  Sample  Sizes, 
Tutorials  in  Quantitative  Methods  for 
Psychology,  Volume  3(2),  Pages  43-50). 
We  believe  that  this  approach  is  suitable 
for  HOP  QDRP  data  because  it  will: 
Produce  a  more  reliable  estimate  of 
whether  a  hospital’s  submitted  data 
have  been  abstracted  accurately;  provide 
more  statistically  reliable  estimates  of 
the  quality  of  care  delivered  in  each 
selected  hospital  as  well  as  at  a  national 
level;  and  reduce  overall  hospital 
burden  because  most  hospitals  will  not 
be  selected  to  undergo  validation  each 
year. 

We  would  not  be  selecting  cases 
stratified  by  measure  or  topic;  our 
interest  is  whether  the  data  submitted 
by  hospitals  accurately  reflect  the  care 
delivered  and  documented  in  the 
niedical  record,  not  what  the  accuracy  is 
by  measure  or  whether  there  are 
differences  by  topic.  Additionally,  we 
note  that,  due  to  the  distribution  of  HOP 
QDRP  data  submitted  to  date  by  hospital 
size,  the  data  do  not  lend  themselves  to 
sampbng  by  topic  area.  Specifically, 


small  hospitals  tend  to  have  more  AMI 
Cardiac  Care  cases  and  fewer  Surgical 
Care  cases,  whereas,  larger  hospitals 
tend  to  have  few  if  any  AMI  Cardiac 
Care  cases  and  more  Surgical  Care  cases. 

Analysis  of  submitted  HOP  QDRP 
data  indicate  that  this  sampling  design 
would  provide  sufficient  number  of 
denominator  cases  per  measure  for 
determination  of  national  and 
individual  hospital  measure  estimates 
with  acceptable  levels  of  statistical 
certainty. 

We  proposed  to  sample  data  for  April 
1,  2010  to  March  31,  2011  services 
because  this  would  provide  a  full  year 
of  the  most  recent  data  possible  to  use 
for  the  purpose  of  completing  the 
validation  in  sufficient  time  for  us  to 
make  the  CY  2012  payment 
determinations. 

A  designated  CMS  contractor  would, 
each  quarter  that  applies  to  the 
validation,  ask  each  of  the  800  selected 
hospitals  to  submit  medical 
documentation  for  up  to  12  randomly 
selected  cases  submitted  to  and 
accepted  by  the  HOP  QDRP  Clinical 
Warehouse.  The  CMS  contractor  would 
request  paper  copies  of  medical 
documentation  corresponding  to 
selected  cases  from  each  hospital  via 
certified  mail  or  other  trackable  method 
that  requires  a  hospital  representative  to 
sign  for  the  request  letter;  a  trackable 
method  would  be  utilized  so  that  CMS 
would  be  assured  that  the  hospital 
received  the  request.  The  hospital 
would  have  45  calendar  days  from  the 
date  of  the  request  as  documented  in  the 
request  letter  to  submit  the  requested 
documentation  and  have  the 
documentation  received  by  the  CMS 
contractor.  If  the  hospital  does  not 
comply  within  30  calendar  days  of 
receipt  of  the  initial  medical 
documentation  request,  the  CMS 
contractor  would  send  a  second  letter  by 
certified  mail  or  other  trackable  method 
to  the  hospital,  reminding  the  hospital 
that  paper  copies  of  the  requested 
documentation  must  be  submitted  and 
received  within  45  calendar  days 
fpllowing  the  date  of  the  initial  CMS 
contractor  request.  If  the  hospital  does 
not  submit  the  requested  documentation 
and  the  documentation  is  not  received 
by  the  CMS  contractor  within  the  45 
calendar  days,  then  the  CMS  contractor 
would  assign  a  “zero”  score  to  each  data 
element  for  each  selected  case  and  the 
case  would  fail  .for  all  measures  in  the 
same  topic  (for  example,  OP-6  and  OP- 
7  measures  for  a  Surgical  Care  case). 

We  proposed  that  the  letter  from  the 
designated  CMS  contractor  would  be 
addressed  to  the  hospital’s  medical , 
record  staff  identified  by  the  hospital  for 
the  submission  of  records  under  the 


Hospital  Inpatient  Quality  Reporting 
Program  (that  is,  the  hospital’s  medical 
records  staff  identified  by  the  hospital  to 
their  State  QIO).  If  CMS  has  evidence 
that  the  hospital  received  both  letters 
requesting  medical  records,  the  hospital 
would  be  deemed  responsible  for  not 
returning  the  requested  medical  record 
documentation  and  the  hospital  would 
not  be  allowed  to  submit  such  medical 
documentation  as  part  of  its 
reconsideration  request  so  that 
information  not  utilized  in  making  a 
payment  determination  is  not  included 
in  any  reconsideration  request. 

Once  the  CMS  contractor  receives  the 
requested  medical  documentation,  the 
contractor  would  independently 
reabstract  the  same  quality  measure  data 
elements  that  the  hospital  previously 
abstracted  and  submitted,  and  the 
contractor  would  then  compere  the  two 
sets  of  data  to  determine  whether  the 
two  sets  of  data  match.  Specifically,  the 
contractor  would-conduct  a  measures 
level  validation  by  calculating  each 
measure  within  a  submitted  case  using 
the  independently  reabstracted  data  and 
then  comparing  this  to  the  measure 
reported  by  the  hospital;  a  percent 
agreement  would  then  be  calculated. 
Specifically,  the  validation  score  for  a 
hospital  would  equal  the  total  number 
of  measure  matches  divided  by  the  total 
number  of  measures  multiplied  by  100 
percent. 

This  method  is  the  same  as 
recommended  in  the  CMS  Hospital 
Value-Based  Purchasing  Report  to 
Congress  and  is  illustrated  more  fully  on 
pages  83-84  of  this  report  which  can  be 
found  on  our  Web  site  at:  http:// 
www.cms.hhs.gov/AcuteInpatientPPS/ 
downloads/HospitalVBPPlanRTCFINAL 
SUBMITTED2007.pdf.  We  believe  that 
this  approach  is  appropriate  and  it  was 
supported  by  many  commenters  when 
we  requested  comment  on  HOP  QDRP 
validation  requirements  outlined  in  the 
CY  2010  OPPS/ASC  proposed  rule  (74 
FR  35402  through  35403;  74  FR  60647 
through  60652). 

To  receive  the  full  OPPS  payment 
update,  we  proposed  that  hospitals  must 
attain  at  least  a  75  percent  validation 
score,  based  upon  our  validation 
process,  for  the  designated  time  period. 
We  have  selected  75  percent  as  the 
threshold  for  the  validation  score 
because  we  believe  this  level  is 
reasonable  for  hospitals  to  achieve 
while  still  ensuring  accuracy  of  the  data. 
Additionally,  this  level  is  consistent 
with  what  we  proposed  and  adopted  for 
the  Hospital  Inpatient  Quality  Reporting 
Program  (75  FR  23993  and  75  FR 
50226).  Since  we  are  not  validating  all 
hospital  measures  submitted,  it  is 
necessary  to  calculate  a  confidence 
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interval  that  incorporates  sampling 
error.  We  would  use  the  upper  bound  of 
a  one-tailed  95  percent  confidence 
interval  to  estimate  the  validation  score. 
We  proposed  to  use  a  one-tail 
confidence  interval  to  calculate  the 
validation  score  because  it  appropriately 
reflects  our  concern  of  whether  the 
confidence  interval  for  the  calculated 
validation  score  includes  or  is  above  the 
75  percent  validation  threshold  for  a 
hospital  to  be  considered  as  submitting 
accurate  data.  If  the  calculated  upper 
limit  is  above  the  required  75  percent 


validation  score  threshold,  we  would 
consider  a  hospital’s  data  to  be 
“validated”  for  payment  purposes.  The 
use  of  a  one-tailed  confidence  interval 
and  the  75  percent  and  threshold  level 
are  the  same  as  those  finalized  for  the 
Hospital  Inpatient  Quality  Reporting 
Program  for  FY  2012  payment 
determinations  (75  FR  23991  through 
23993). 

For  derivation  of  the  upper  bound  of 
a  one-tailed  95  percent  confidence 
interval  we  proposed  to  use  a  binomial 
distribution  approach  as  we  are  looking 
at  the  percentage  of  measures  submitted 


by  a  hospital  matching  what  is 
calculated  from  the  reabstracted  data. 
Since  the  measure  match  rate  for  each 
hospital  is  a  proportion,  a  binomial 
approach  is  appropriate,  see  Pagano, 
Robert  R.,  (1990),  Understanding 
Statistics  in  the  Behavioral  Sciences, 
3rd  Edition,  Pages  175-188. 

Thus,  we  proposed  the  following 
formula  which  includes  a  finite 
population  correction  factor  and  a 
continuity  correction  factor  for 
calculating  the  upper  bound  of  the  one- 
tailed  95  percent  confidence  interval; 


Upper  Confidence  Limit  =  p  +  1.645 1 


p(i-p) 


n 


N-n 
N  -1 


-(-• 


2n 


In  this  formula,  N  represents  the 
population  for  the  reporting  year,  n 
represents  the  sample  size  for  the 
reporting  year,  p  (calculated  as  a 
percentage)  represents  the  validation 
score  for  the  reporting  year  (that  is,  the 
percentage  of  measures  matching),  and 
1-p  represents  the  percentage  of 
measures  not  matching.  It  should  be 
noted  that  a  confidence  interval  would 
not  need  to  be  calculated  for  hospitals 
that  did  not  have  enough  cases  to 
sample  as  the  confidence  interval  is 
equal  to  zero  (when  the  value  of  N  is 
equal  to  n,  N  minus  n  equals  zero  and 
the  upper  confidence  limit  is  equal  to 
the  validation  score  in  the  above 
formula).  In  addition,  a  confidence 
interval  would  not  need  to  be  calculated 
for  those  hospitals  that  have  a  validation 
Score,  p,  that  is  greater  than  or  equal  to 
75  percent  because  the  hospital  has 
attained  the  minimum  threshold;  the 
upper  bound  of  any  calculated 
confidence  interval  would  be  75  percent 
or  greater. 

For  further  information  on  the 
proposed  methodology  for  calculation  of 
a  95  percent  confidence  interval  for  a 
binomial  distribution  utilizing  a  finite 
population  correction,  see  http:// 
itI.nist.gov/div898/handbook/prc/ 
section2/ prc24.htm  and  http:// 
courses.wcupa.edu/rbove/Berenson/ 
10th%Wed%20CD-ROM%20topics/ 
section7_3.pdf. 

We  solicited  public  comments  on  this 
proposed  validation  methodology.  The 
public  comments  we  received  and  our 
responses  are  outlined  below. 

Comment:  Several  commenters 
supported  the  proposal  to  validate  the 
accuracy  of  a  hospital’s  measurement 
rate  rather  than  on  individual  data 
elements  and  stated  that  by  focusing  on 
the  hospital’s  measure  rate,  CMS  is 


focusing  on  the  information  most 
important  to  patient  care. 

Response:  We  thank  the  commenters 
and  appreciate  their  support.  We  agree 
that  by  utilizing  a  match  rate  at  the 
measure  level,  we  are  focusing  On  the 
information  most  relevant  to  measuring 
the  accuracy  of  this  data  which  is 
important  to  patient  care. 

Comment:  Several  commenters 
supported  the  proposed  validation 
approach  of  reviewing  48  medical  charts 
(12  per  quarter)  from  800  randomly 
selected  hospitals  each  year  with  the 
review  assessing  the  accuracy  of  each 
hospital’s  measure  rate,  reflecting 
whether  or  not  the  hospital  classified 
patients  appropriately  into  the  measure 
denominators  and  numerators.  Some  of 
these  commenters  stated  their  belief  that 
this  approach  holds  promise  as  a 
reasonable  approach  to  ensure  the 
accuracy  of  the  data. 

Response:  We  thank  the  commenters 
and  appreciate  their  support.  We  agree 
with  the  commenters  that  the  proposed 
validation  process  beginning  with  CY 
2012  is  an  improved  and  reasonable 
approach  for  ensuring  data  accuracy. 

We  also  agree  that  a  validation  process 
is  important  in  public  reporting  of 
quality  data  and  believe  that 
consistency  between  quality  data 
reporting  programs  is  important. 
Regarding  the  commenters  who  stated 
that  our  proposed  validation  method  for 
assessing  accuracy  reflects  whether  or 
not  the  hospital  classified  patients 
appropriately  into  the  measure 
denominators  and  numerators,  we  want 
to  clarify  that  what  we  are  assessing  is 
whether,  for  each  selected  hospital- 
reported  measure,  the  data  that  the 
hospital  reported  matches  what  is 
determined  by  independent  abstraction. 
We  are  not  assessing  whether  the 


hospital  classified  patients 
appropriately  into  the  measure 
denominators  and  numerators. 

Comment:  One  commenter  disagreed 
with  the  random  sampling  of  hospitals 
methodology  and  believed  that  all 
hospitals  should  be  held  accountable 
equally  via  a  valid  sample- based  on 
local  practice  patterns.  This  commenter 
also  urged  CMS  to  delegate  targeted 
reviews  to  the  State  QIOs  on  a  mbre 
proactive  basis  so  that  they  are 
addressed  in  a  more  immediate 
timeframe,  not  leaving  it  to  chance  that 
a  hospital  with  poor  data  quality  will  be 
identified  randomly. 

Response:  Under  the  HOP  QDRP,  all 
hospitals  are  responsible  for  submitting 
accurate  data.  Because  all  reporting 
hospitals  will  be  subject  to  selection  for 
validation  each  payment  determination 
year,  we  believe  that  all  hospitals  will 
have  incentive  to  maintain  data  quality. 
Regarding  the  use  of  State  QIOs  in 
performing  targeted  reviews,  the  HOP 
QDRP  was  implemented  separately  from 
the  QIO  program  and  State  QIOs  have 
not  been  involved  with  the  HOP  QDRP 
to  date.  We  note  that  we  intend  to 
provide  support  for  data  quality  issues 
to  individual  hospitals  through  existing 
support  mechanisms,  including 
QualityNet  reports  and  existing  support 
contractors.  In  addition,  we  have 
included  criteria  aimed  at  data  quality 
concerns  among  our  targeting  criteria  for 
data  validation  conditions  under 
consideration  for  CY  2013  and 
subsequent  years. 

Comment:  Several  commenters  agreed 
with  having  a  minimum  of  75  percent 
reliability  from  chart  abstraction  for 
hospitals  to  pass  validation.  These 
commenters  stated  their  view  that 
adopting  the  same  approach  regarding 
validation  for  the  inpatient  and 
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outpatient  quality  measure  programs 
enhanced  consistency  between  the  two 
programs.  One  commenter  supported 
the  proposed  validation  program  for 
outpatient  data  reporting  as  it  is 
harmonized  with  the  inpatient  program. 
One  commenter  stated  its  recognition  of 
the  important  rble  of  validation  in  the 
public  reporting  process  and  because 
the  proposed  process  mirrors  some  of 
the  current  validation  processes  they 
supported  the  proposed  approach. 

Response:  We  thank  the  commenters 
and  appreciate  their  support.  We  agree 
that  consistency  between  quality  data 
reporting  programs  is  important.  We 
note  that  we  strive  to  maintain 
consistency  between  the  inpatient  and 
outpatient  data  reporting  programs,  with 
differences  occurring  due  to  differences 
in  data  or  data  systems  between  the 
programs. 

Comment:  One  commenter  stated  that 
the  proposed  validation  requirements 
are  reasonable  and  would  be  acceptable 
to  providers  if  it  were  the  only  Federal 
data  submission  requirement.  This 
commenter  was  concerned  that  the 
record  requests  for  validation  would 
supplement  those  already  established  as 
part  of  Federal  integrity  audit  processes 
(for  example,  RAC,  Medicaid  Integrity, 
ZPIC,  and  MAC)  and  facilities  would 
receive  multiple  requests  from  each 
contracted  entity  significantly 
increasing  hospital  provider’s  labor 
investment  and  costs.  This  commenter 
urged  CMS  to  review  the  validation 
process  with  respect  to  other  data 
requirements  rather  than  seeing  it  as  a 
single  request,  and  to  consider  the 
operational  impact  that  receiving 
multiple  audit  entity  requests  will  have 
on  any  single  provider. 

Response:  We  understand  the 
commenter’s  concern  regarding  multiple 
Federal  medical  record  requests.  For 
HOP  QDRP  validation,  we  have  worked 
to  limit  overall  burden  by  reducing  the 
number  of  hospitals  participating 
annually  in  validation  through  our 
random  sampling  of  hospitals.  In 
addition,  hospitals  will  be  reimbursed 
for  photocopying  and  mailing  costs  as 
they  are  under  the  Hospital  Inpatient 
Quality  Reporting  Program,  thus, 
reducing  the  burden  in  submitting 
medical  record  documentation  for  HOP 
QDRP  validation  purposes.  We  agree 
that  efforts  should  be  made  to  ke6p 
record  requests  for  validation  purposes 
at  the  minimum  necessary  to  ensure 
accuracy  of  submitted  data  and  will 
consider  ways  to  do  so  in  future 
rulemaking. 

Comment:  Some  commenters  asked  if 
their  assumption  that  validation  of  the 
Imaging  Efficiency  measures  would  not 
be  required  as  part  of  the  data  validation 


process  since  the  analysis  is  done 
through  claims  data  is  correct. 

Response:  The  commenters’ 
assumption  is  correct.  Validation  of  the 
Imaging  Efficiency  measures  would  not 
be  required  as  part  of  the  data  validation 
process  because  that  process,  at  the 
present  time,  only  applies  to  chart- 
.  abstracted  measures. 

Comment:  One  commenter 
recommended  a  phased-in  approach, 
with  the  first  year  being  a  “test  run”  to 
allow  hospitals  the  opportunity  to 
become  familiar  with  the  HOP  QDRP 
validation  program. 

Response:  We  believe  the  commenter 
is  asking  CMS  to  allow  hospitals  to  first 
receive  experience  with  the  validation 
process  without  their  payment  being 
affected.  We  also  believe  that  our 
validation  process  for  the  CY  2011 
payment  determination  (74  FR  60647 
through  60648)  fulfills  this 
recommendation. 

After  consideration  of  the  public 
comments  we  received  we  are  adopting 
as  final,  without  modification,  our 
proposals  regarding  validation  for  the 
CY  2012  payment  determination. 

c.  Additional  Data  Validation 
Conditions  under  Consideration  for  CY 
2013  and  Subsequent  Years 

hi  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46381),  we  stated  that  we 
are  considering  building  upon  what  we 
proposed  as  a  validation  approach  for 
the  HOP  QDRP.  We  are  considering,  in 
addition  to  selecting  a  random  sample 
of  hospitals  for  validation  purposes, 
selecting  targeted  hospitals  based  on 
criteria  designed  to  measure  whether 
the  data  they  have  reported  raises  a 
concern  regarding  data  accuracy. 

Because  hospitals  have  gained  little 
experience  with  validation  under  the 
HOP  QDRP,  we  are  considering  this 
approach  for  possible  use  beginning 
with  the  CY  2013  payment 
determination.  Examples  of  targeting 
criteria  could  include: 

•  Abnormal  data  patterns  identified 
such  as  consistently  high  HOP  QDRP 
measure  denominator  exclusion  rates 
resulting  in  unexpectedly  low 
denominator  counts; 

•  Whether  a  hospital  had  previously 
failed  validation; 

•  Whether  a  hospital  had  not  been 
previously  selected  for  validation  for  2 
or  more  consecutive  years; 

•  Whether  a  hospital  had  low 
submitted  case  numbers  relative  to 
population  sizes;  and/or 

•  Whether  a  hospital  had  any  extreme 
outlier  values  for  submitted  data 
elements. 

We  invited  comment  on  whether,  in 
addition  to  random  sampling  for 


validation,  we  should  use  targeted 
validation  and,  if  so,  what  criteria  for 
targeting  we  should  adopt. 

Comment:  One  commenter  believed 
that  no  single  hospital  should  be  at  risk 
for  being  selected  for  validation  for 
multiple  years  and  that  targeting  criteria 
should  be  used  to  ensure  that  hospitals 
are  not  over-selected. 

Response:  We  understand  the 
commenter's  concern  that  hospitals 
could  be  selected  for  validation  in 
multiple  years  due  to  the  use  of 
targeting  criteria.  We  will  take  this 
comment  into  consideration  as  we 
consider  whether  to  propose  targeting 
criteria  that  could  result  in  a  hospital 
being  selected  for  validation  for 
multiple  years  as  a  part  of  the  validation 
process. 

We  thank  the  commenters  for  their 
views  on  these  issues  and  will  take 
them  into  account  when  considering 
further  criteria  for  the  validation  process 
for  CY  2013  and  subsequent  years.  We 
note  that  for  the  CY  2013  payment 
determination,  HOP  QDRP  quality  data 
reporting  will  have  been  completed  for 
four  payment  determinations:  CYs  2009, 
2010,  2011,  and  2012.  Further,  hospitals 
will  have  had  the  opportunity  to  learn 
from  the  validation  process  for  the  CY 
2011  and  CY  2012  payment 
determinations.  We  also  believe  that  all 
of  the  targeting  criteria  we  discuss  above 
are  reasonable.  We  intend  to  propose 
targeting  criteria  in  the  validation 
process  for  CY  2013  and  subsequent 
years  in  our  CY  2012  OPPS/ASC 
proposed  rule. 

E.  HOP  QDRP  Reconsideration  and 
Appeals  Procedures 

When  the  Hospital  Inpatient  Quality  • 
Reporting  Program  was  initially 
implemented,  it  did  not  include  a 
reconsideration  process  for  hospitals. 
Subsequently,  we  received  many 
requests  for  reconsideration  of  those 
payment  decisions  and,  as  a  result, 
established  a  process  by  which 
participating  hospitals  would  submit 
requests  for  reconsideration.  We 
anticipated  similar  concerns  with  the 
HOP  QDRP  and,  therefore,  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66875),  we 
stated  our  intent  to  implement  for  the 
HOP  QDRP  a  reconsideration  process 
modeled  after  the  reconsideration 
process  we  implemented  for  the 
Hospital  Inpatient  Quality  Reporting 
Program.  In  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68779),  we  adopted  a  mandatory 
reconsideration  process  that  applied  to 
the  CY  2010  payment  decisions.  In  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60654  through 
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60655),  we. continued  this  process  for 
the  CY  2011  payment  update.  In  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46381  through  46382),  we  proposed  to 
continue  this  process  for  the  CY  2012 
payment  update  with  some 
modification.  Under  this  proposed 
process,  the  hospitals  must— 

•  Submit  to  CMS,  via  QualityNet,  a 
Reconsideration  Request  form  that 
would  be  made  available  on  the 
QualityNet  Web  site;  this  form  would  be 
submitted  by  February  3,  2012,  and 
would  contain  the  following 
information: 

oo  Hospital  CCN. 
oo  Hospital  Name, 
oo  CMS-identified  reason  for  failure 
(as  provided  in  any  CMS  notification  of 
failure  to  the  hospital). 

oo  Hospital  basis  for  requesting 
reconsideration.  This  would  identify  the 
hospital’s  specific  reason(s)  for 
believing  it  met  the  HOP  QDRP 
requirements  and  should  receive  a  full 
annual  payment  update.- 

oo  CEO  and  any  additional  designated 
hospital  personnel  contact  information, 
including  name,  e-mail  addTess, 
telephone  number,  and  mailing  address 
(must  include  physical  address,  not  just 
a  post  office  box). 

oo  A  copy  of  all  materials  that  the 
hospital  submitted  in  order  to  receive 
the  full  payment  update  for  CY  2012. 
Such  material  would  include,  but  may 
not  be  limited  to,  the  applicable  Notice 
of  Participation  form  or  completed 
online  registration  form,  and  quality 
measure  data  that  the  hospital 
submitted  via  QualityNet. 

•  Submit  paper  copies  of  all  the 
medical  record  documentation  that  it 
submitted  for  the  initial  validation. 
Hospitals  would  submit  this 
documentation  to  a  designated  CMS 
contractor  which  would  have  authority 
to  review  patient  level  information.  We 
would  post  the  address  where  hospitals 
are  to  ship  this  documentation  on  the 
QualityNet  Web  site.  Final  review  of  all 
mismatched  data  under  a 
reconsideration  request  would  be  done 
by  CMS. 

•  Provide  a  written  justification  for 
each  appealed  data  element  classified 
during  the  validation  process  as  a 
mismatch.  Only  data  elements  that 
affect  a  hospital’s  validation  score 
would  be  subject  to  reconsideration.  We 
would  review  the  data  elements  that 
were  labeled  as  mismatched  as  well  as 
the  written  justifications  provided  by 
the  hospitals,  and  make  a  decision  on 
the  reconsideration  request. 

For  CY  2011  reconsiderations,  we 
required  that  a  reconsideration  request 
must  be  signed  by  the  hospital  CEO  (74 
FR  60654).  However,  we  have  found 


that  this  requirement  increases  the 
burden  for  hospitals  as  it  hampers  the 
electronic  submission  of  the  HOP  QDRP 
reconsideration  request  form.  Thus,  we 
did  not  propose  to  include  this 
requirement:  for  CY  2012 
reconsiderations,  reconsideration 
request  forms  would  n-ot  need  to  be 
signed  by  the  hospital’s  CEO. 

Following  receipt  of  a  request  for 
reconsideration,  CMS  would — 

,  •  Provide  an  e-mail 
acknowledgement,  using  the  contact 
information  provided  in  the 
reconsideration  request,  to  the  CEO  and 
any  additional  designated  hospital 
personnel  notifying  them  that  the 
hospital’s  request  has  been  received. 

•  Provide  a  formal  response  to  the 
hospital  CEO  and  any  additional 
designated  hospital  personnel,  using  the 
contact  information  provided  in  the 
reconsideration  request,  notifying  the 
hospital  of  the  outcome  of  the 
reconsideration  process. 

We  intend  to  complete  any  CY  2012 
reconsideration  reviews  and 
communicate  the  results  of  these 
determinations  within  90  days 
following  the  deadline  for  submitting 
requests  for  reconsideration.  In  the  CY 

2010  OPPS/ASC  final  rule  with 
comment  period  74  FR  60654  through 
60655),  in  response  to  a  comment,  we 
indicated  that  we  would  “complete  any 
reconsideration  reviews  and 
communicate  the  results  of  these 
determinations  within  60  to  90  days 
following  the  date  we  receive  the 
request  for  reconsideration.”  In  the  CY 

2011  OPPS/ASC  proposed  rule  (75  FR 
46382),  we  proposed  to  refine  how  we 
describe  the  time  frame  for  CY  2011 
from  “60  to  90  days”  to  within  “90  days” 
because  designating  a  range  of  dates  is 
unnecessary  for  this  provision. 

If  a  hospital  is  dissatisfied  with  the 
result  of  a  HOP  QDRP  reconsideration 
decision,  we  proposed  that  the  hospital 
may  file  an  appeal  under  42  CFR  Part 
405,  Subpart  R  (PRRB  appeal). 

Similar  to  what  we  proposed  and 
finalized  for  the  Hospital  Inpatient 
Quality  Reporting  Program,  the  scope  of 
our  review  when  a  hospital  requests 
reconsideration  because  it  failed  our 
validation  requirement  would  be  as 
follows;  '■ 

•  Hospital  requests  reconsideration 
for  CMS  contractor-abstracted  data 
elements  classified  as  mismatches 
affecting  validation  scores.  Hospitals 
would  be  required  to  have  timely 
submitted  requested  medical  record 
documentation  to  the  CMS  contractor 
during  the  quarterly  validation  process 
for  the  requested  case  to  be  eligible  to 
be  reconsidered  on  the  basis  of 
mismatched  data  elements. 


•  Hospital  requests  reconsideration 
for  medical  records  submitted  during 
the  quarterly  validation  process  and 
classified  as  invalid  record  selection. 
Invalid  record  .selections  would  be 
defined  as  medical  records  submitted  by 
hospitals  during  the  quarterly  validation 
process  that  do  not  match  the  patient’s 
episode  of  care  information  as 
determined  by  the  designated  re¬ 
abstracting  CMS  contractor.  In  other 
words,  the  contractor  determines  that 
the  hospital  returned  medical 
documentation  that  is  different  from 
that  which  was  requested.  If  this 
designated  contractor  determines  that 
the  hospital  submitted  invalid  or 
incorrect  medical  documentation,  it 
would  award  a  zero  validation  score  for 
the  case.  During  the  reconsideration 
process,  our  review  of  invalid  record 
.selection  would  initially  be  limited  to 
determining  whether  the  medical 
documentation  submitted  initially  to  the 
designated  CMS  contractor  was  for  the 
designated  episode  of  care.  If  we 
determine  during  reconsideration  that 
the  hospital  did  submit  medical 
documentation  corresponding  to  the 
designated  episode  of  care,  then  we 
would  abstract  data  elements  from  the 
medical  record  documentation 
submitted  by  the  hospital:  otherwise, 
the  case  would  not  be  abstracted. 

•  Hospital  requests  reconsideration 
for  medical  records  not  submitted  to  the 
CMS  contractor  within  the  45  calendar 
day  deadline.  Our  review  would 
initially  be  limited  to  determining 
whether  the  CMS  contractor  received 
the  requested  medical  record 
documentation  within  45  calendar  days, 
and  whether  the  hospital  received  the 
initial  medical  record  request  and 
reminder  notice.  If  we  determine  during 
reconsideration  that  the  CMS  contractor 
did  receive  the  paper  copy  of  the  , 
reque.sted,  supporting  medical  record 
documentation  within  45  calendar  days, 
then  we  would  abstract  data  elements 
from  the  medical  record  documentation 
submitted  by  the  hospital.  If  we 
determine  that  the  hospital  received  two 
letters  reque.sting  medical 
documentation  and  still  did  not  submit 
the  requested  documentation  within  the 
45  calendar  day  period,  CMS  wo\dd  not 
accept  this  documentation  as  part  of  the 
reconsideration  and  CMS  would  not 
abstract  data  from  this  documentation. 

In  sum,  we  proposed  to  initially  limit 
the  scope  of  our  reconsideration  reviews 
involving  validation  to  information 
already  submitted  by  the  hospital 
during  the  quarterly  validation  process, 
and  we  would  not  abstract  submitted 
medical  record  documentation  that  was 
not  submitted  to  the  CMS  contractor, 
during  the  quarterly  validation  process. 
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We  would  expand  the  scope  of  our 
reconsideration  reviews  involving 
validation  only  if  we  find  during  the 
initial  review  that  the  hospital  correctly 
and  timely  submitted  the  requested 
medical  record  documentation;  only 
then  would  we  abstract  data  elements 
from  the  medical  record  documentation 
submitted  by  the  hospital  as  part  of  our 
reconsideration  review. 

If  a  hospital  is  dissatisfied  with  the 
result  of  a  HOP  QDRP  reconsideration 
decision,  the  hospital  would  be  able  to 
file  an  appeal  under  42  CFR  Part  405, 
Subpart  R  (PRRB  appeal). 

We  did  not  receive  any  public 
comments  on  our  CY  2012  proposals  for 
HOP  QDRP  reconsideration  and  appeals 
procedures;  therefore,  we  are  finalizing 
our  proposals  without  modification. 

F.  Reporting  of  ASC  Quality  Data 

As  discussed  above,  section  109(b)  of 
the  MIEA-TRHCA  amended  section 
1833(i)  of  the  Act  by  redesignating 
clause  (iv)  as  clause  (v)  and  adding  new 
clause  (iv)  to  paragraph  (2)(D)  and  by 
adding  new  paragraph  (7).  These 
amendments  authorize  the  Secretary  to 
require  ASCs  to  submit  data  on  quality 
measures  and  to  reduce  the  annual 
payment  update  in  a  year  by  2.0 
percentage  points  for  ASCs  that  fail  ta 
do  so.  However,  these  provisions 
permit,  but  do  not  require,  the  Secretary 
to  take  such  action. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66875),  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68780),  and  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60656),  we 
indicated  that  we  intend  to  implement 
the  provisions  of  section  109(b)  of  the 
MIEA-TRHCA  in  a  future  rulemaking. 
While  promoting  high  quality  Ccure  in 
the  ASC  setting  through  quality 
reporting  is  highly  desirable  and  fully  in 
line  with  our  efforts  under  other 
payment  systems,  the  transition  to  the 
revised  payment  system  in  CY  2008 
posed  significant  challenges  to  ASCs, 
and  we  determined  that  it  would  be 
most  appropriate  to  allow  time  for  ASCs 
to  gain  some  experience  with  the 
revised  payment  system  before 
introducing  other  new  requirements. 
Further,  by  implementing  quality 
reporting  under  the  OPPS  prior  to 
establishing  quality  reporting  for  ASCs, 
CMS  would  gain  experience  with 
quality  measurement  in  the  ambulatory 
setting  in  order  to  identify  the  most 
appropriate  measures  for  quality 
reporting  in  ASCs  prior  to  the 
introduction  of  the  requirement  for 
ASCs.  Finally,  we  are  sensitive  to  the 
potential  burden  on  ASCs  associated 
with  chart  abstraction  and  believe  that 


adopting  such  measures  at  this  time  is 
in  contrast  with  our  desire  to  minimize 
collection  burden,  particularly  when 
measures  may  be  reported  via  EHRs  in 
the  future. 

We  continue  to  believe  that  promoting 
high  quality  care  in  the  ASC  setting 
through  quality  reporting  is  highly 
desirable  and  fully  in  line  with  our 
efforts  under  other  payment  systems. 
However,  we  continue  to  have  the 
cencerns  outlined  above  for  CY  2011.  In 
the  CY  2011  OPPS/ASC  proposed  rule 
(75  FR  46383),  we  stated  that  we  intend 
to  implement  the  provisions  of  section 
109(b)  of  the  MIEA-TRHCA  in  a  future 
rulemaking.  We  invited  public  comment 
on:  (1)  The  deferral  of  quality  data 
reporting  for  ASCs;  (2)  suggestions  for 
quality  measures  geared  toward  the 
services  provided  by  ASCs;  and  (3) 
potential  reporting  mechanisms  for  ASC 
quality  data,  including  electronic 
submission  of  these  data.  In  addition, 
we  invited  public  comment  on  the 
following  measures  under  future 
consideration  for  ASC  quality  data 
reporting; 

•  Patient  Fall  in  the  ASC; 

•  Patient  Burn; 

•  Hospital  Transfer/ Admission; 

•  Wrong  Site,  Side,  Patient, 

Procedure,  Implant; 

•  Prophylactic  IV  Antibiotic  Timing; 

•  Appropriate  Surgical  Site  Hair 
Remov'^al; 

•  Surgical  site  infection  (SSI); 

•  Medication  administration  variance 
(MAV); 

•  Medication  reconciliation;  and 

•  VTE  measures:  Outcome/ 
assessment/prophylaxis. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46383),  we  note  that  section 
3006(f)  of  the  Affordable  Care  Act, 
added  by  section  10301(a)  of  the 
Affordable  Care  Act,  requires  CMS  to 
develop  a  plan  to  implement  a  value- 
based  purchasing  program  for  ASCs; 
this  plan  is  due  to  Congress  by  January 
1,  2011.  We  stated  that  we  intend  to 
align  implementation  of  ASC  quality 
reporting  to  be  consistent  with  the 
value-based  purchasing  plan  that  will  be 
developed  and  that  we  intend  to 
propose  implementing  the  provisions  of 
section  109(b)  of  the  MIEA-TRHCA  in 
CY  2012  rulemaking.  We  invited  public 
comment  on:  (1)  The  timing  of 
implementing  quality  data  reporting  for 
ASCs;  (2)  suggestions  for  quality 
measures  for  services  provided  by  ASCs; 
and  (3)  potential  reporting  mechanisms 
for  ASC  quality  data,  including 
electronic  submission  of  these  data. 

Comment:  Several  commenters  agreed 
with  CMS’  intention  to  defer  quality 
data  reporting  for  ASCs.  Some 
commenters  supported  CMS’s  rationale 


for  the  approach,  that  is,  enabling  ASCs 
to  gain  experience  with  the  recently 
launched  payment  system  and 
permitting  CMS  to  gain  experience  in 
the  HOPD  setting  before  implementing 
quality  data  reporting  requirements  for 
ASCs.  Several  commenters  supported 
CMS’  decision  to  move  with  caution  in 
expanding  quality  data  reporting  to  the 
ASC  setting  and  appreciated  CMS’ 
sensitivity  to  administrative  burdens 
faced  by  ASCs.  Commenters  stated  that 
.it  would  be  beneficial  to  allow  extra 
time*  in  planning  a  quality  data  reporting 
program  for  ASCs  in  order  to  assess 
implementation  challenges  and  identify 
appropriate  measures. 

Response:  We  thank  the  commenters 
for  their  support  for  delaying  quality 
data  reporting  for  ASCs  and  their 
agreement  with  our  reasons  for  doing  so. 

Comment:  Numerous  commenters 
urged  CMS  to  begin  the  ASC  quality 
data  reporting  program  as  soon  as 
possible.  Many  commenters  indicated 
thpt  the  collection  and  reporting  of 
quality  data  is  a  common  practice  for 
ASC  facilities,  as  35  States  are  currently 
collecting  ASC  quality  data.  The 
industry  is  eager  to  make  quality  data 
available  to  consumers  in  a  manner  that 
facilitates  direct  comparisons  between 
equivalent  surgical  care  delivered  in 
HOPDs  and  ASCs.  Some  commenters 
urged  CMS  to  implement  a  quality  data 
reporting  system  for  ASCs,  out  of 
concern  that  data  has  shown  there  are 
common  occurrences  of  lapses  in 
infection  control  in  ASCs  in  three 
States.  One  commenter  was  concerned 
about  the  continued  delay  in  a  quality 
measurement  and  reporting  program  for 
the  rapidly  growing  ASC  setting  and 
indicated  that,  by  now,  it  should  be 
technically  feasible  for  ASCs  to  report 
on  quality  measures.  One  commenter 
recommended  the  adoption  of  NQF- 
endorsed  electronic  measures  and 
limiting  implementation  to  no  more 
than  three  measures  in  the  first 
reporting  year.  The  commenter  also 
urged  CMS  to  keep  the  results  of  ASC 
quality  reporting  confidential  for  the 
first  year. 

Response:  We  recognize  that  it  is 
beneficial  for  consumers  to  be  able  to 
compare  the  quality  of  surgical  care 
across  HOPDs  and  ASCs.  We  intend  to 
begin  this  reporting  program  as  soon  as 
it  is  feasible.  We  thank  the  commenters 
for  these  suggestions.  We  will  take  them 
into  consideration  in  the  planning 
process  for  ASC  quality  measure  data 
reporting. 

Comment:  One  commenter  stated  that 
the  use  of  EHRs  in  ASCs  is  still  not 
widespread,  so  CMS  should  consider 
alternative  reporting  mechanisms  such 
as  registry-based  reporting. 
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Response:  We  thank  the  commenter 
for  the  suggestion  and  we  will  evaluate 
the  feasibility  of  alternative  reporting 
mechanisms,  such  as  registry-based 
reporting,  for  ASCs  in  conjunction  with 
using  EHR  technology. 

Comment:  One  commenter 
encouraged  CMS  to  align  potential  ASC 
quality  measure  metrics  with  State  and 
Federal  legislative  requirements  as  well 
as  consider  some  inpatient  measure 
collection  process  for  applicability.  One 
commenter  recommended  that  a  future 
ASC  quality  reporting  program  should: 

(1)  Provide  a  mechanism  for  providers 
to  raise  concerns  prior  to  public  display 
of  information;  (2)  include  a  provider 
narrative  section  to  inform  consumers  of 
the  reliability  or  accuracy  of  the 
information  presented;  and  (3)  include 
facility  accreditation  status,  state 
licensure  and  Medicare  certification. 

Response:  We  thank  the  commenters 
for  their  input.  We  will  take  the 
comments  into  consideration  in  the 
planning  process  for  ASC  quality 
measure  data  reporting. 

As  stated  previously,  we  invited 
public  comment  on  10  quality  measures 
under  future  consideration  for  ASC 
quality  data  reporting  (75  FR  46383).  We 
received  the  following  comments  on 
these  quality  measures: 

Comment:  One  commenter  supported 
the  Patient  Fall  measure. 

Response:  We  thank  the  commenter 
for  the  support.  We  will  consider  it  in 
the  planning  process  for  ASC  quality 
measure  data  reporting. 

Comment:  One  commenter  supported 
the  Patient  Burn  measure. 

Response:  We  thank  the  commenter 
for  the  support.  We  will  consider  it  in 
the  planning  process  for  ASC  quality 
measure  data  reporting. 

Comment:  One' commenter  supported 
the  Hospital  Transfer/ Admission 
measure.  Another  commenter  stated  that 
this  measure  only  measures  transfer/ 
admission  status  which  is  controlled  by 
insurance  companies  and  not  by  ASCs. 
The  commenter  recommended  the 
exclusion  of  this  measure  in  ASC 
reporting  program. 

Response:  We  thank  the  commenters 
for  the  input.  We  will  consider  it  in  the 
planning  process  for  ASC  quality 
measure  data  reporting. 

Comment:  Two  commenters 
supported  the  Prophylactic  IV 
Antibiotic  Timing  measure. 

Response:  We  thank  the  commenters 
for  the  support.  We  will  consider  it  in 
the  planning  process  for  ASC  quality 
measure  data  reporting. 

Comment:  Two  commenters 
supported  the  Appropriate  Surgical  Site 
Hair  Removal  measure. 


Response:  We  thank  the  commenters 
for  the  support.  We  will  consider  it  in 
the  planning  process  for  ASC  quality 
measure  data  reporting. 

Comment:  One  commenter  supported 
the  Surgical  Site  Infection  (SSI) 
measure.  Two  commenters  stated  the 
tracking  of  surgical  complications  is 
resource  intensive  and  the  accuracy  of 
reporting  of  post-operative  surgical  site 
infections  is  resource-dependent.  One 
commenter  stated  the  measure  involves 
many  procedures  and  variables.  The 
commenter  recommended  that  CMS 
learn  from  the  implementation  of  SSI 
measures  in  the  Hospital  Inpatient 
Quality  Reporting  Program,  with  respect 
to  definition  standardization,  data 
collection  and  data  validation.  One 
commenter  suggested  using  one  single 
set  of  SSI  measures  to  track  SSI 
continuum  across  hospital  inpatient, 
hospital  outpatient  and  ASC  settings. 

The  commenter  also  indicated  the 
review  of  diagnosis/ services  on  claim 
data,  antibiotic  prescribed  within  30 
days  of  a  surgical  procedure,  and  post- 
surgical  visits  could  be  used  for  ASC 
pay-for-performance  metrics.  One 
commenter  recommended  the  exclusion 
of  this  measure  in  ASCs. 

Response:  We  thank  the  commenters 
for  the  support  and  suggestions.  We  will 
consider  them  in  the  planning  process 
for  ASC  quality  measure  data  reporting. 

Comment:  One  commenter  supported 
the  VTE  measures:  Outcome/ 
assessment/prophylaxis.  Two 
commenters  recommended  postponing 
the  VTE  measures  until  there  is  more 
evidence  to  support  the  measure. 

Response:  We  thank  the  commenters 
for  the  support  and  suggestions.  We  will 
consider  them  in  the  planning  process 
for  ASC  quality  measure  data  reporting. 

Comment:  Two  commenters  suggested 
the  adoption  of  hospital  measures  that 
are  applicable  in  the  ASC  settings:  (1) 
Selection  of  prophylactic  antibiotic;  and 
(2)  presence  of  physician  during  entire 
recovery  period. 

Response:  We  thank  the  commenters 
for  the  suggestions.  We  will  consider 
them  in  the  planning  process  for  ASC 
quality  measure  data  reporting. 

Comment:  Some  commenters 
recommended  additional  measures  and 
measure  topics  for  ASCs: 

•  Sedation  safety  (rescue  required, 
delayed  recovery) 

•  Patient  experience/satisfaction 

•  6  NQF-endorsed,  ASC  QC- 
developed,  facility-level  measures 

•  Wrong  Site/wrong  side/wrong 
patient/wrong  procedure/wrong  implant 

•  Timing  of  the  administration  of 

intravenous  antibiotics  for  prophylaxis, 
of  surgical  site  infection  ^  • 

•  Infection  control 


•  HAC 

Response:  We  thank  the  commenters 
for  the  recommendations.  We  will 
consider  them  in  the  planning  process 
for  ASC  quality  measure  data  “reporting. 

Comment:  Several  comments 
supporting  the  implementation  of  a 
value-based  purchasing  program  for 
ASCs.  One  commenter  stated  that  CMS 
should  engage  all  stakeholders  to 
preview  the  ASC  value-based 
purchasing  report  prior  to  its 
submission  to  Congress  on  January  1, 
2011.  One  commenter  recommended 
that  CMS  start  ASC  quality  reporting  in 
the  HOP  QDRP  in  CY  2012  to  prepare 
for  ASC  value-based  purchasing  for 
ASCs. 

Response:  Section  3006(f)  of  the 
Affordable  Care  Act,  added  by  section 
10301(a)  of  the  Affordable  Care  Act, 
requires  the  Secretary  to  develop  a  plan 
to  implement  a  value-based  purchasing 
program  for  ASCs.  In  developing  the 
plan,  the  Secretary  must  consult  with 
relevant  affected  parties.  We  are  aware 
that,  in  order  to  implement  any  such 
plan,  a  quality  reporting  program  must 
be  initiated.  We  thank  the  commenters 
for  their-support  and  recommendations. 

After  corlsideration  of  the  public 
comments  we  received,  we  are  restating 
our  intent  to  propose  implementing  an 
ASC  quality  measure  reporting  program 
in  the  CY  2012  proposed  rule.  We 
continue  to  believe  that  promoting  high 
quality  care  in  the  ASC  setting  through 
quality  data  reporting  is  highly  desirable 
and  fully  in  line  with  our  efforts  under 
other  payment  systems. 

G.  Electronic  Health  Records 
As  we  stated  in  the  CY  2010  OPPS/ 
ASC  final  rule  (74  FR  60656),  we  are 
actively  seeking  alternatives  to  manual 
chart  abstraction  for  the  collection  of 
quality  measures  for  our  quality  data 
reporting  programs.  Among  these 
alternatives  are  claims-based  measure 
calculations,  collection  of  data  from 
systematic  registries  widely  used  by 
hospitals,  and  electronic  submission  of 
quality  measures  using  EHRs.  In 
response  to  the  CY  2009  OPPS/ ASC 
final  rule  (73  FR  68769),  we  received 
suggestions  during  the  public  comment 
period  that  we  adopt  measures  that  can 
be  collected  via  EHRs.  We  agree  with 
the  commenters  about  the  importance  of 
actively  working  to  move  to  a  system  of 
data  collection  based  on  submission 
from  EHRs.  In  section  XVI.B.S.b.  of  this 
final  rule  with  comment  period,  for  the 
CY  2014  payment  determination  we 
stated  that  we  were  considering  for  the 
future  several  chart-abstracted  quality 
measures  for  diabetes  mellitus,  some  of 
which  have  already  been  specified  for 
EHR-based  capture  and  submission,  and 
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others  for  which  EHR-based  submission 
is  planned.  We  have  been  engaged  with 
health  IT  standard-setting  organizations 
to  promote  the  development  of  the 
necessary  standards  regarding  data 
capture  to  facilitate  data  collection  via 
EHRs,  and  have  been  collaborating  with 
such  organizations  on  standards  for  a 
number  of  quality  measures.  We 
encourage  hospitals  to  take  steps  toward 
the  adoption  of  EHRs  that  will  allow  fpr 
reporting  of  clinical  quality  data  from 
the  EHR  directly  to  a  CMS  data 
repository.  We  also  encourage  hospitals 
that  are  implementing,  upgrading,  or 
developing  EHR  systems  to  ensure  that 
such  systems  conform  to  standards 
adopted  by  HHS.  We  invited  public 
comment  on  the  future  direction  of 
EHR-based  quality  measurement 
submission. 

Comment:  Some  commenters  strongly 
urged  CMS  to  adopt  quality  measures 
that  have  electronic  specifications. 
Commenters  supported  the  use  of  EHRs 
and  other  health  information  technology 
(IT)  and  encouraged  CMS  to  collaborate 
with  the  HHS  Office  of  the  National 
Coordinator  on  Health  IT  (ONC)  to 
further  advance  such  efforts.  The 
commenters  recognized  the  capability 
and  the  huge  benefits  from  such 
technology.  Commenters  commended 
CMS  for  encouraging  the  development 
and  adoption  of  uniform  data  content 
and  information  technology  standards 
across  the  health  care  industry  that  will 
support  automated  data  collection  and 
reporting  of  clinical  data  from  EHR 
systems.  The  commenters  believed  that 
such  efforts  would  streamline  hospital 
data  submission  procedures  and 
significantly  reduce  the  burden  for 
hospitals. 

One  commenter  noted  that  the 
availability  of  e-measures  is  still 
limited.  For  instance,  the  commenter 
believes  that  it  is  difficult  to  find  EHR 
systems  that  can  easily  interface  with 
disease  registries.  Some  commenters 
encouraged  CMS  to  consider  postponing 
the  adoption  of  new  quality  measures 
for  the  HOP  QDRP  for  CY  2012  until 
those  measures  can  be  collected  via 
EHRs.  The  commenters  noted  that 
delaying  the  adoption  of  new  measures 
for  this  reason  was  also  warranted  given 
the  challenges  hospitals  will  face  in  - 
implementing  ICD-10  coding  system 
and  complying  with  the  Affordable  Care 
Act. 

Response:  We  appreciate  the 
supportive  comments  we  received 
regarding  EHR-based  data  collection  as 
an  alternative  data  source  for  quality 
measures.  We  agree  that  EHR-based  data 
submission  may  provide  an  alternative 
means  of  submitting  quality  data  that 
would  reduce  the  burden  of  chart 


abstraction  for  hospitals.  Although  we 
encourage  hospitals  to  adopt  EHRs,  we 
acknowledge  the  challenges  that  must 
be  met  both  by  hospitals  and  CMS  to 
establish  the  infrastructure  and 
interoperability  necessary  to  collect  data, 
on  quality  jneasures  via  EHRs.  We  also 
recognize  the  burden  faced  by  hospitals 
in  making  multiple  technological 
changes,  including  the  ICD-10  coding 
system,  and  complying  with  the 
Affordable  Care  Act.  We  will  carefully 
consider  any  additional  burden  that 
may  bp  imposed  on  hospitals  as  a  result 
of  adopting  additional  measures  for  the 
HOP  QDRP  and  will  continue  to 
consider  other  feasible  alternatives  to 
data  collection  such  as  registries.  We 
will  also  continue  to  work 
collaboratively  with  health  IT  voluntary 
consensus  standards  organizations  to 
ensure  that  quality  measures  can  be 
collected  in  a  standardized  manner. 

We  have  worked  with  the  Healthcare 
Information  Technology  Standards 
Panel  (HITSP),  a  public  private 
partnership  whose  purpose- was  to 
recommend  ways  to  harmonize  health 
IT  interoperability  standards,  including 
the  specifications  of  data  elements  used 
in  several  measure  sets  so  that  they  may 
be  collected  and  reported  via  EHRs.  We 
are  currently  working  with  the  HIT 
Standards  Committee  and  the  HIT 
Policy  Committee  established  by 
HITECH  to  continue  this 
standardization  work.  Standardization 
of  the  specifications  allows  software  to  . 
convert  clinical  data  of  different  types 
into  a  form  that  can  be  analyzed  for 
quality  measurement.  We  encourage 
collaboration  among  standard-setting 
organizations  and  measure  developers, 
on  the  creation  of  standards  for 
electronic  collection  of  data  elements 
for  other  quality  measures  as  well, 
particularly  those  used  in  our  quality 
data  reporting  programs. 

Comment:  One  commenter  did  not 
support  a  policy  that  would  allow  CMS 
to  have  access  to  clinical  information 
via  an  EHR  for  purposes  of  quality 
measure  reporting  because  it  believed 
that  CMS  would  be  invading  the  privacy 
of  patients. 

Response:  We  will  take  these 
concerns  into  consideration  when 
developing  a  system  to  collect 
information  from  EHRs  in  the  future. 

Comment:  Some  commenters 
recommended  that  CMS  harmonize  the 
HOP  QDRP  quality  measures  with  the 
meaningful  use  objectives  under  the 
HITECH  EHR  Incentive  Program,  as  well 
as  with  other  quality  programs  that  have 
been  authorized  under  the  Affordable 
Care  Act.  Commenters  also  suggested 
that  CMS  test,  adopt,  and  validate  EHR 
specifications.  Commenters 


recommended  that  CMS  initially  adopt 
for  EHR  data  collection  under  the  HOP 
QDRP  quality  measures  that  apply  to  the 
Emergency  Department  and  delay 
adopting  measures  that  apply  to  the 
broader  outpatient  setting  until  both 
hospital  and  CMS’  technical  capabilities 
mature.  Commenters  were  strongly 
opposed  to  a  policy  under  which 
providers  would  be  required  to  submit 
data  on  the  same  measure  multiple 
times  under  different  reporting 
programs,  but  instead  supported  a 
policy  under  which  providers  could 
report  data  on  a  measure  one  time  for 
use  in  multiple  reporting  programs. 

Response:  One  of  our  important 
objectives  is  to  align  the  quality 
measures  used  in  the  various  existing 
quality  data  reporting  programs,  and  to 
align  these  measures  with  the  measures 
we  are  developing  for  use  in  new 
programs  authorized  under  the 
Affordable  Care  Act.  However,  when 
considering  whether  particular 
measures  can  be  aligned,  we  must  take 
into  account  the  needs  and 
requirements  of  the  various  individual 
quality  reporting  programs. 

We  thank  the  commenters  and  will 
take  these  comments  into  consideration 
as  we  consider  the  future  direction  of 
EHR-based  quality  measure  submission 
with  respect  to  the  HOP  QDRP. 

XVII.  Files  Available  to  the  Public  Via 
the  Internet 

A.  Information  in  Addenda  Related  to 
the  CY  201 1  Hospital  OPPS 

Addenda  A  and  B  to  this  final  rule 
with  comment  period  provide  various 
data  pertaining  to  the  CY  2011  payment 
for  items  and  services  under  the  OPPS. 
Addendum  A,  which  includes  a  list  of 
all  APCs  payable  under  the  OPPS,  and 
Addendum  B,  which  includes  a  list  of 
all  active  HCPCS  codes  with  their  CY 
2011  OPPS  payment  status  and 
comment  indicators,  are  available  to  the 
public  by  clicking  “Hospital  Outpatient 
Regulations  and  Notices”  on  the  CMS 
Website  at:  http://www.cms.gov/ 
HospitalOiitpatientPPS/ . 

For  the  convenience  of  the  public,  we 
also  are  including  on  the  CMS  Web  site 
a  table  that  displays  the  HCPCS  code 
data  in  Addendum  B  sorted  by  APC 
assignment,  identified  as  Addendum  C. 

Addendum  Dl  defines  the  payment 
status  indicators  that  are  used  in 
Addenda  A  and  B.  Addendum  D2 
defines  the  comment  indicators  that  are 
used  in  Addendum  B.  Addendum  E  lists 
the  HCPCS  codes  that  are  only  payable 
to  hospitals  as  inpatient  procedures  and 
are  not  payable  under  the  OPPS. 
Addendum  L  contains  the  out-migration 
wage  adjustment  for  CY  2011. 
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Addendum  M  lists  the  HCPCS  codes 
that  are  members  of  a  composite  APC 
and  identifies  the  composite  APC  to 
which  each  is  assigned.  This  addendum 
also  identifies  the  status  indicator  for 
the  HCPCS  code  and  a  comment 
indicator  if  there  is  a  change  in  the 
code’s  status  with  regard  to  its 
membership  in  the  composite  APC. 

Each  of  the  HCPCS  codes  included  in 
Addendum  M  has  a  single  procedure 
payment  APC,  listed  in  Addendum  B,  to 
which  it  is  assigned  when  the  Criteria 
for  assignment  to  the  composite  APC  are 
not  met.  When  the  criteria  for  payment 
of  the  code  through  the  composite  APC 
are  met,  one  unit  of  the  composite  APC 
payment  is  paid,  thereby  providing 
packaged  payment  for  all  services  that 
are  assigned  to  the  composite  APC 
according  to  the  specific  I/OCE  logic 
that  applies  to  the  APC.  We  refer  readers 
to  the  discussion  of  composite  APCs  in 
section  II.A.2.e.  of  this  final  rule  with 
comment  period  for  a  complete 
description  of  the  composite  APCs. 

These  addenda  and  other  supporting 
OPPS  data  files  are  available  on  the 
CMS  Web  site  at:  http://v[f'ww'.cms.gov/ 
HospitalOu  tpatien  tPPS/. 

B.  Information  in  Addenda  Related  to 
the  CY  201 1  ASC  Payment  System 

Addenda  AA  and  BB  to  this  final  rule 
with  comment  period  provide  various 
data  pertaining  to  the  CY  2011  payment 
for  the  covered  surgical  procedures  and 
covered  ancillary  services  for  which 
ASCs  may  receive  separate  payment. 
Addendum  AA  lists,  for  CY  2011,  the 
ASC  covered  surgical  procedures, 
whether  the  procedure  is  subject  to 
multiple  procedure  discounting,  the 
comment  and  payment  indicators  for 
each  procedure,  and  the  payment 
weights  and  rates  for  each  procedure. 
Addendum  BB  displays,  for  CY  2011, 
the  ASC  covered  ancillary  services,  the 
comment  and  payment  indicators  for 
each  service  and  the  payment  weights 
and  rates  for  each  service.  All  ASC 
relative  payment  weights  and  payment 
rates  for  CY  2011  are  a  result  of 
applying  the  revised  ASC  payment 
system  methodology  established  in  the 
final  rule  for  the  revised  ASC  payment 
system  published  in  the  Federal 
Register  on  August  2,  2007  (72  FR 
42470  through  42548)  to  the  CY  2011 
OPPS  and  MPFS  ratesetting 
information. 

Addendum  DDl  defines  the  payment 
indicators  that  are  used  in  Addenda  AA 
and  BB.  Addendum  DD2  defines  the 
comment  indicators  that  are  used  in 
Addenda  AA  and  BB. 

Addendum  EE  (available  only  on  the 
CMS  Web  site)  lists  the  surgical 
procedures  that  are  excluded  from  . 


Medicare  payment  if  furnished  in  ASCs. 
The  excluded  procedures  listed  in 
Addendum  EE  are  surgical  procedures 
that  are  assigned  to  the  OPPS  inpatient 
list,  are  not  covered  by  Medicare,  are 
reported  using  a  CPT  unlisted  code,  or 
have  been  determined  to  pose  a 
significant  safety  risk  to  a  Medicare 
beneficiary  when  performed  in  an  ASC 
or  for  which  standard  medical  practice 
dictates  that  the  beneficiary  typically 
requires  active  medical  monitoring  and 
care  at  midnight  following  the 
procedure. 

These  addenda  and  other  supporting 
ASC  data  files  are  included  on  the  CMS 
Web  site  at:  http://v\ww.cms.gov/ 
ASCPayment/.  The  MPFS  data  files  are 
located  at:  http:/ /ww\v. cms.gov/ 
PhysicianFeeSched/ . 

The  links  to  all  of  the  FY  2011 IPPS 
wage  index-related  tables  (that  are  used 
for  the  CY  2011  OPPS)  that  were 
published  in  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50450  through 
50456)  are  accessible  on  the  CMS  Web 
site  at:  http://www.cms.gov/ 

Acutein  pa  tien  tPPS/WIFN. 

XVIII.  Collection  of  Information 
Requirements 

A.  Legislative  Requirement  for 
Solicitation  of  Comments 

Under  the  Paperwork  Reduction  Act 
of  1995,  we  are  required  to  provide  60- 
day  notice  in  the  Federal  Register  and 
to  solicit  public  comment  before  a 
collection  of  information  requirement  is 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  for  review  and 
approval.  In  order  to  fairly  evaluate 
whether  an  information  collection 
should  be  approved  by  OMB,  section 
3506(c)(2)(A)  of  the  Paperwork 
Reduction  Act  of  1995  requires  that  we 
solicit  comment  on  the  following  issues: 

•  The  need  for  the  information 
collection  and  its  usefulness  in  carrying 
out  the  proper  functions  of  our  agency. 

•  The  accuracy  of  our  estimate  of  the 
information  collection  burden. 

•  The  quality,  utility,  and  clarity  of 
the  information  to  be  collected. 

•  Recommendations  to  minimize  the 
information  collection  burden  on  the 
affected  public,  including  automated 
collection  techniques. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46436  through  46440),  we 
solicited  public  comments  on  each  of 
the  issues  outlined  above  as  discussed 
below  that  contained  information 
collection  requirements.  We  address  any 
public  comments  that  we  received  on 
these  information  collection 
requirements  below. 


B.  Associated  Information  Collections 
Not  Specified  in  Regulatory  Text 

In  the  CY  2011  OPPS/ASC  proposed 
rule,  we  made  reference  to  proposed 
associated  information  collection 
requirements  that  were  not  discussed  in 
the  regulation  text  contained  in  this 
document.  The  following  is  a  discussion 
of  those  requirements. 

1.  Hospital  Outpatient  Quality  Data 
Reporting  Program  (HOP  QDRP) 

As  previously  stated  in  section  XVI.  of 
the  proposed  rule  and  this  final  rule 
with  comment  period,  the  quality  data 
reporting  program  for  hospital 
outpatient  care,  known- as  the  Hospital 
Outpatient  Quality  Data  Reporting 
Program  (HOP  QDRP),  has  been 
generally  modeled  after  the  quality  data 
reporting  program  for  hospital  inpatient 
services,  the  Hospital  Inpatient  Quality 
Reporting  Program.  Section  109(a)  of  the 
MIEA-TRHCA  (Pub.  L.  109-432) 
amended  section  1833(t)  of  the  Act  by 
adding  a  new  subsection  (17)  which 
affects  the  annual  payment  update 
factor  applicable  to  OPPS  payments  for 
services  furnished  by  hospitals  in 
outpatient  settings  on  or  after  January  1, 
2009.  Section  1833(t)(17)(A)  of  the  Act 
states  that  subsection  (d)  hospitals  (as 
defined  under  section  1886(d)(1)(B)  of 
the  Act)  that'fail  to  report  data  required 
for  the  quality  measures  selected  by  the 
Secretary  in  the  form  and  manner 
required  by  the  Secretary  under  section 
1833(t)(17)(B)  of  the  Act  will  incur  a  2.0 
percentage  point  reduction  to  their 
annual  payment  update  factor.  Section 
1833(t)(17)(B)  of  the  Act  requires  that 
hospitals  submit  quality  data  in  a  form 
and  manner,  and  at  a  time,  that  the 
Secretary  specifies.  Section 
1833(t)(17)(A)(ii)  of  the  Act  specifies 
that  any  reduction  would  apply  only  to 
the  payment  year  involved  and  would 
not  be  taken  into  account  in  computing 
the  applicable  annual  payment  update 
factor  for  a  subsequent  payment  year. 
Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
(including  medication  errors)  furnished 
by  hospitals  in  outpatient  settings,  that 
these  measures  reflect  consensus  among 
affected  parties  and,  to  the  extent 
feasible  and  practicable,  that  these 
measures  include  measures  set  forth  by 
one  or  more  national  consensus 
building  entities. 

We  did  not  receive  any  public 
comments  on  these  information 
collection  requirements. 
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2.  HOP  QDRP  Quality  Measures  for  the 
CY  2012,  CY  2013  and  CY  2014 
Payment  Determinations 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68766),  we 
retained  the  7  chart-abstracted  quality 
measures  we  used  in  CY  2009  and 
adopted  4  new  claims-based  imaging 
measures  for  the  CY  2010  payment 
determination,  bringing  the  total 
number  of  quality  measures  for  which 
hospitals  must  submit  data  to  11 
measures.  In  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60637),  we  required  hospitals  to 
continue  to  submit  data  on  the  same  11 
measures  for  the  CY  2011  payment 
determination.  The  burden  associated 
with  the  aforementioned  data 
submission  requirements  is  currently 
approved  under  OCN:  0938-1109  and 
expires  October  31,  2013. 

We  are  finalizing  our  proposal  to 
retain  for  the  CY  2012  payment 
determination  the  7  chart-abstracted 
quality  measures  and  the  4  claims-based 
imaging  measures  we  used  for  the  CY 
2011  payment  determinations.  For  the 


CY  2012  payment  determination,  we  are 
also  adopting  1  structural  HIT  measure 
that  tracks  HOPDs’  capacity  to  receive 
laboratory  results  electronically,  and  3 
claims-based  imaging  efficiency 
measures,  bringing  the  total  number  of 
quality  measures  for  which  hospitals 
must  submit  data  to  15  measures.  We 
will  calculate  the  claims-based 
measures  using  Medicare  FFS  claims 
data  and  do  not  require  additional 
hospital  data  submissions,  and  we  are 
using  the  same  data  submission 
requirements  related  to  the  seven  data 
abstracted  measures  that  we  used  for  the 
CY  2011  payment  determination.  For 
the  structural  measure,  hospitals  will 
enter  data  into  a  Web-based  collection 
tool  during  a  specified  collection  period 
once  annually. 

For  the  CY  2013  payment  update,  we 
are  requiring  that  hospitals  continue  to 
submit  data  for  all  of  the  quality 
measures  that  we  adopted  for  the  CY 
2012  payment  determination.  We  are 
also  adopting  1  structural  HIT  measure 
assessing  the  ability  to  track  clinical 
results  between  visits,  6  new  chart- 


abstracted  measures  on  the  topics  of 
HOPD  care  transitions  and  ED 
efficiency,  as  well  as  1  chart-abstracted 
ED-AMI  measure  that  was  proposed  for 
the  CY  2012  payment  determination  but 
which  we  decided  to  finalize  for  the  CY 
2013  payment  determination,  bringing 
the  total  number  of  quality  measures  for 
which  hospitals  must  submit  data  to  23 
measures.  We  are  requiring  hospitals  to 
submit  data  related  to  the  14  chart- 
abstracted  measures.  We  will  calculate 
the  7  claims-based  measures  using 
Medicare  FFS  claims  data  and  do  not 
require  additional  hospital  data 
submission  for  these  measures.  For  the 
2  structural  measures,  hospitals  will 
enter  data  into  a  Web-based  collection 
tool  during  a  specified  collection  period 
once  annually. 

For  the  CY  2014  payment 
determination,  we  are  not  adopting  any 
new  measures  at  this  time-.  These 
measures  that,  as  of  now,  will  be  used 
for  the  CY  2012  through  CY  2014 
payment  determinations  are  listed  in  the 
table  below. 


HOP  QDRP  Measurement  Set  To  Be  Used  for  the  CY  2012,  CY  2013,  and  Cy  2014  Payment  Determinations 


OP-1 :  Median  Time  to  Fibrinolysis 

OP-2:  Fibrinolytic  Therapy  Received  Within  30  Minutes 

OP-3:  Median  Time  to  Transfer  to  Another  Facility  for  Acute  Coronary  Intervention 
OP-4:-Aspirin  at  Arrival  ^ 

OP-5:  Median  Time  to  ECG 

OP-6:  Timing  of  Antibiotic  Prophylaxis 

OP-7:  Prophylactic  Antibiotic  Selection  for  Surgical  Patients 

OP-8:  MRI  Lumbar  Spine  for  Low  Back  Pain 

OP-9:  Mammography  Follow-up  Rates 

OP-10:  Abdomen  CT — Use  of  Contrast  Material 

OP-1 1 :  Thorax  CT — Use  of  Contrast  Material 

OP-12:  The  Ability  for  Providers  with  HIT  to  Receive  Laboratory  Data  Electronically  Directly  into  their  Qualified/Certified  EHR  System  as  Dis¬ 
crete  Searchable  Data  * 

OP-13:  Cardiac  Imaging  for  Preoperative  Risk  Assessment  for  Non  Cardiac  Low  Risk  Surgery* 

OP-14:  Simultaneous  Use  of  Brain  Computed  Tomography  (CT)  and  Sinus  Computed  Tomography  (CT)* 

OP-15:  Use  of  Brain  Computed  Tomography  (CT)  in  the  Emergency  Department  for  Atraumatic  Headache* 

OP-16:  Troponin  Results  for  Emergency  Department  acute  myocardial  infarction  (AMI)  patients  or  chest  pain  patients  (with  Probable  Cardiac 
Chest  Pain)  Received  Within  60  minutes  of  Arrival  ** 

OP-17:  Tracking  Clinical  Results  between  Visits** 

OP-18:  Median  Time  from  ED  Arrival  to  ED  Departure  for  Discharged  ED  Patients** 

OP-19:  Transition  Record  with  Specified  Elements  Received  by  Discharged  Patients** 

OP-20:  Door  to  Diagnostic  Evaluation  by  a  Qualified  Medical  Professional  ** 

OP-21:  ED-Median  Time  to  Pain  Management  for  Long  Bone  Fracture** 

OP-22:  ED-Patient  Left  Before  Being  Seen  ** 

OP-23:  ED-Head  Cl  Scan  Results  for  Acute  Ischemic  Stroke  or  Hemorrhagic  Stroke  who  Received  Head  CT  Scan  Interpretation  Within  45 
minutes  of  Arrival  ** 


*  New  measure  for  CY  201 2  payment  determination. 

**  New  measure  for  CY  2013  payment  determination. 


As  part  of  the  data  submission  process 
pertaining  to  the  quality  measures  we 
are  finalizing  for  the  CY  2012  payment 
determination,  hospitals  must  complete 
and  submit  a  notice  of  participation 
form  for  the  HOP  QDRP.  By  submitting 
this  document,  hospitals  agree  that  they 
will  allow  CMS  to  publicly  report  the 


quality  measures  as  required  by  the 
HOP  QDRP. 

For  the  CY  2012  payment 
determination,  the  burden  associated 
with  this  requirement  is  the  time  and 
effort  associated  with  completing  the 
notice  of  participatioa  form  as  well  as 
collecting  and  submitting  the  data  on 
the  required  quality  measures.  We 
estimate  that  there  will  be 


approximately  3,200  respondents  per 
year.  For  hospitals  to  collect  and  submit 
the  information  on  the  required 
measures,  we  estimate  it  will  take  35 
minutes  per  sampled  case.  We  estimate 
there  will  be  a  total  of  930,000  cases  per 
year,  approximately  290  cases  per  year 
per  respondent.  The  estimated  annual 
burden  associated  with  the 
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aforementioned  submission 
requirements  for  the  chart-abstracted 
data  is  542,500  hours  (930,000  cases  per 
year  x  0.583  hours/case).  For  the 
structural  measure,  we  estimate  that 
each  participating  hospital  will  spend 
10  minutes  per  year  to  collect  and 
submit  the  required  data,  making  the 
estimated  annual  burden  associated 
with  this  measure  533  hours  (3,200 
hospitals  X  0.167  hours  per  hospital). 

For  the  CY  2013  payment 
determination,  the  burden  associated 
with  this  requirement  is  the  time  and 
effort  associated  with  completing  the 
notice  of  participation  form  as  well  as 
collecting  and  submitting  the  data  on 
the  required  quality  measures.  We 
estimate  that  there  will  be 
approximately  3,200  respondents  per 
year.  For  hospitals  to  collect  and  submit 
the  information  on  the  required 
measures,  we  estimate  it  will  take  35 
minutes  per  sampled  case.  We  estimate 
there  will  be  a  total  of  1,860,000  cases 
per  year,  approximately  580  cases  per 
year  per  respondent.  The  estimated 
annual  burden  associated  with  the 
aforementioned  submission 
requirements  for  the  chart-abstracted 
data  is  1,084,380  hours  (1,860,000  cases 
per  year  x  0.583  hours/case).  For  the 
structural  measures,  we  estimate  that 
each  participating  hospital  will  spend 
20  minutes  per  year  to  collect  and 
submit  the  required  data,  making  the 
estimated  annual  burden  associated 
with  this  measure  1,066  hours  (3,200 
hospitals  X  0.334  hours  per  hospital). 

In  the  proposed  rule,  we  invited 
public  comment  on  the  burden 
associated  with  these  information 
collection  requirements.  We  did  not 
receive  any  public  comments  on  these 
information  collection  requirements. 

3.  HOP  QDRP  Validation  Requirements 

In  addition  to  finalizing  requirements 
related  to  the  submission  of  quality 
data,  in  this  final  rule  with  comment 
period  we  are  finalizing  requirements 
related  to  data  validation  for  CY  2012. 
Similar  to  our  proposed  and  final  policy 
for  the  FY  2012  Hospital  Inpatient 
Quality  Reporting  Program  (75  FR  23991 
through  23993  and  50225  through 
50227),  we  will  validate  data  from  800 
randomly  selected  hospitals  each  year 
under  the  HOP  QDRP,  beginning  with 
the  CY  2012  payment  determination. 

We  note  that,  because  the  800  hospitals 
would  be  selected  randomly,  everyHOP 
QDRP-participating  hospital  would  be 
eligible  each  year  for  validation 
selection.  For  each  selected  hospital,  we 
would  randomly  select  up  to  48  patient 
episodes  of  care  per  year  (12  per 
quarter)  for  validation  purposes  from 
the  total  number  of  cases  that  the  . 


hospital  successfully  submitted  to  the 
OPPS  Clinical  Warehouse  during  the 
applicable  time  period.  However,  if  a 
selected  hospital  submitted  less  than  12 
cases  in  one  or  more  quarters,  only 
those  cases  available  would  be 
validated. 

The  burden  associated  with  the  CY 
2012  requirement  is  the  time  and  effort 
necessary  to  submit  validation  data  to  a 
CMS  contractor.  We  estirndte  that  it  will 
take  each  of  the  800  sampled  hospitals 
approximately  12  hours  to  comply  with 
these  data  submission  requirements.  To 
comply  with  the  requirements,  we 
estimate  each  hospital  must  submit  48 
cases  for  the  affected  year  for  review. 

We  are  requiring  that  800  hospitals 
comply  with  these  requirements  per 
year,  which  will  result  in  a  total  of 
38,400  charts  being  submitted  by  the 
sampled  hospitals.  The  estimated 
annual  burden  associated  with  the  data 
validation  process  for  CY  2012  and 
subsequent  years  is  9,600  hours.  While 
these  requirements  are  subject  to  the 
PRA,  they  are  currently  approved  under 
OCN:  0938-1109  and  expire  October  31, 
2013. 

In  the  proposed  rule,  we  invited 
public  comment  on  the  burden 
associated  with  these  information 
collection  requirements. 

Comment:  One  commenter  stated  that 
the  proposed  validation  requirements 
are  reasonable  and  would  be  acceptable 
to  providers  if  they  were  the  only 
Federal  data  submission  requirements. 
The  commenter  stated  its  concern  that 
the  record  requests  for  validation  would 
supplement  those  already  established  as 
part  of  Federal  integrity  audit  processes 
(for  example,  RAC,  Medicaid  Integrity, 
ZPIC,  and  MAC)  and  facilities  would 
receive  multiple  requests  from  each 
contracted  entity,  significantly 
increasing  a  hospital  provider’s  labor 
investment  and  costs.  The  commenter 
urged  CMS  to  review  the  validation 
process  with  respect  to  other  data  “ 
requirements  rather  than  seeing  it  as  a 
single  request,  and  to  consider  the 
operational  impact  that  receiving 
multiple  audit  entity  requests  will  have 
on  any  single  provider. 

Response:  We  understand  the 
commenter’s  concern  regarding  multiple 
Federal  medical  record  requests.  For 
HOP  QDRP  validation,  we  have  worked 
to  limit  overall  burden  by  reducing  the 
number  of  hospitals  participating 
annually  in  validation  through  our 
random  sampling  of  hospitals.  In 
addition,  hospitals  will  be  reimbursed 
for  photocopying  and  mailing  costs  as 
they  are  under  the  Hospital  Inpatient 
Quality  Reporting  Program,  thus 
reducing  the  burden  in  submitting 
medical  record  documentation  for  HOP 


QDRP  validation  purposes.  We  agree 
that  efforts  should  be  made  to  keep 
record  requests  for  validation  purposes 
at  the  minimum  necessary  to  ensure  the 
accuracy  of  submitted  data  and  will 
consider  ways  to  do  so  in  future 
rulemaking. 

4.  HOP  QDRP  Reconsideration  and 
Appeals  Procedures 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68779),  we 
adopted  a  mandatory  reconsideration 
process  that  applied  to  the  CY  2010 
payment  decisions.  In  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60654  through  60655),  we 
continued  this  process  for  the  CY  2011 
payment  update.  In  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  463B1 
through  46382),  we  proposed  to 
continue  this  process  for  the  CY  2012 
payment  update  with  some 
modifications.  We  proposed  to 
eliminate  a  requirement  that  the 
reconsideration  request  form  be  signed 
by  the  hospital  CEO  to  facilitate 
electronic  submission  of  the  form  and 
reduce  hospital  burden.  Under  this 
proposed  process,  the  hospitals  would 
be  required  to  meet  all  of  the 
requirements  specified  in  section  XVI. E. 
of  the  CY  2011  OPPS/ASC  proposed 
rule.  We  are  finalizing  this  proposal  in 
this  final  rule  with  comment  period. 
While  there  is  burden  associated  with 
filing  a  reconsideration  request,  section 
5  CFR  1320.4  of  the  Paperwork 
Reduction  Act  of  1995  regulations 
excludes  collection  activities  during  the 
conduct  of  administrative  actions  such 
as  re-determinations,  reconsiderations, 
and/or  appeals. 

We  did  not  receive  any  public 
comments  on  these  information 
collection  requirements. 

5.  Additional  Topics 

In  addition  to  seeking  OMB  approval 
for  the  information  collection 
requirements  associated  with  the  HOP 
QDRP  and  the  data  validation  processes, 
we  sought  public  comment  on  several 
issues  that  may  ultimately  affect  the 
burden  associated  with  the  HOP  QDRP 
and  associated  data  validation 
processes.  Specifically,  in  the  proposed 
rule  we  proposed  to  adopt  quality 
measures  for  the  CY  2012  through  CY 
2014  payment  determinations,  as  well 
as  sought  comments  on  other  possible 
quality  measures  under  consideration 
for  adoption  into  the  HOP  QDRP.  We 
also  solicited  public  comments  on  the 
use  of  registries  to  comply  with  the  HOP 
QDRP  submission  requirements,  the  use 
of  EHRs  as  a  data  submission  tool,  the 
use  of  a  standardized  process  for  the 
retirement  of  HOP  QDRP  quality 
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measures,  the  continued  use  of  an 
extraordinary  circumstance  extension  or 
waiver  for  reporting  quality  data,  and 
additional  data  validation  conditions 
that  we  are  considering  adopting 
beginning  with  the  CY  2013  payment 
determination. 

Comments  and  responses  for  the 
issues  of  registries,  EHRs,  quality 
measure  retirements,  the  continued  use 
of  an  extraordinary  circumstance 
extension  or  waiver  for  reporting  quality 
data,  and  additional  data  validation 
conditions  are  addressed  in  section  XVI. 
of  this  final  rule  with  comment  period. 

XIX.  Response  to  Comments 

Because  of  the  large  number  of  public 
comments  we  normally  receive  on 
Federal  Register  documents,  we  are  not 
able  to  acknowledge  or  respond  to  them 
individually.  We  will  consider  all 
comments  we  receive  by  the  date  and 
time  specified  in  the  DATES  section  of 
this  final  rule  with  comment  period, 
and,  when  we  proceed  with  a 
subsequent  document{s),  we  will 
respond  to  those  comments  in  the 
preamble  to  that  document(s). 

XX,  Regulatory  Impact  Analysis 
A.  Overall  Impact 

We  have  examined  the  impacts  of  this 
final  rule  with  comment  period  as 
required  by  Executive  Order  12866 
(September  1993,  Regulatory  Planning 
and  Review),  the  Regulatory  Flexibility 
Act  (RFA)  (September  19,  1980,  Pub.  L. 
96-354),  section  1102(b)  of  the  Social 
Security  Act,  the  Unfunded  Mandates 
Reform  Act  of  1995  (Pub.  L.  104-4), 
Executive  Order  13132  on  Federalism, 
and  the  Congressional  Review  Act  (5 
U.S.C.  804(2)). 

1.  Executive  Order  12866 

Executive  Order  12866  directs 
agencies  to  assess  all  costs  and  benefits 
of  available  regulatory  alternatives  and, 
if  regulation  is  necessary’,  to  select 
regulator}'  approaches  that  maximize 
net  benefits  (including  potential 
economic,  environmental,  public  health 
and  safety  effects,  distributive  impacts, 
and  equity),  A  regulatory  impact 
analysis  (RIA)  must  be  prepared  for 
major  rules  that  have  economically 
significant  effects  (Si 00  million  or  more 
in  any  1  year)  or  adversely  affect  in  a 
material  way  the  economy,  a  sector  of 
the  economy,  productivity,  competition, 
jobs,  the  environment,  public  health  or 
safety,  or  State,  local,  or  tribal 
government  or  communities  (58  FR 
51741). 

We  estimate  that  the  effects  of  the 
OPPS.  provisions  that  will  be 
implemented  by  this  final  rule  with 


comment  period  will  result  in 
expenditures  exceeding  $100  million  in 
any  1  year.  We  estimate  the  total  > 
increase  (from  changes  in  this  final  rule 
with  comment  period  as  well  as 
enrollment,  utilization,  and  case-mix 
changes)  in  expenditures  under  the 
OPPS  for  CY  2011  compared  to  CY  2010 
to  be  approximately  $3.2  billion. 

Because  this  final  rule  with  comment 
period  for  the  OPPS  is  “economically 
significant”  as  measured  by  the  $100 
million  threshold  and  also  a  major  rule 
under  the  Congressional  Review  Act,  we 
have  prepared  a  regulatory  impact 
analysis  that,  to  the  best  of  our  ability, 
presents  the  costs  and  benefits  of  this 
rulemaking.  Table  66  of  this  final  rule 
with  comment  period  displays  the 
redistributional  impact  of  the  CY  2011 
changes  on  OPPS  payment  to  various 
groups  of  hospitals. 

We  estimate  that  the  effects  of  the 
ASC  provisions  that  will  be 
implemented  by  this  final  rule  with 
comment  period  for  the  ASC  payment 
system  will  result  in  expenditures 
exceeding  $100  million  in  any  one  year. 
We  estimate  the  total  increase  (from 
changes  in  this  final  rule  with  comment 
period  as  well  as  enrollment,  utilization, 
and  case-mix  changes)  in  expenditures 
under  the  ASC  payment  system  for  CY 
2011  compared  to  CY  2010  to  be 
approximately  $230  million.  Because 
this  final  rule  with  comment  period  for 
the  ASC  payment  system  is 
“economically  significant”  as  measured 
by  the  $100  million  threshold  and  also 
a  major  rule  under  the  Congressional 
Review  Act,  we  have  prepared  a 
regulatory  impact  analysis  of  changes  to 
the  ASC  payment  system  that,  to  the 
best  of  our  ability,  presents  the  costs 
and  benefits  of  this  rulemaking.  Table 
68  and  Table  69  of  this  final  rule  with  • 
comment  period  display  the 
redistributional  impact  of  the  CY  2011 
changes  on  ASC  payment,  grouped  by 
specialty  area  and  then  grouped  by 
procedures  with  the  greatest  ASC 
expenditures,  respectively. 

2.  Regulatory  Flexibility  Act  (RFA) 

The  RFA  requires  agencies  to  analyze 
options  for  regulatory  relief  of  small 
businesses  if  a  rule  has  a  significant 
impact  on  a  substantial  number  of  small 
entities.  For  purposes  of  the  RFA,  small 
entities  include  small  businesses, 
nonprofit  organizations,  and  small 
governmental  jurisdictions.  Many 
hospitals,  other  providers,  ASCs,  and 
other  suppliers  are  considered  to  be 
small  entities,  either  by  being  nonprofit 
organizations  or  by  meeting  the  Small 
Business  Administration  (SBA) 
definition  of  a  small  business  (hospitals 
having  revenues  of  $34.5  million  or  less 


in  any  1  year  and  ASCs  having  revenues 
of  $10  million  or  less  in  any  1  year). 

(For  details  on  the  latest  standards  for 
health  care  providers,  we  refer  readers 
the  SBA’s  Web  site  at:  http://sba.gov/ 
idc/ groups /public /documents/ 
sba_homepage/serv_sstdJtablepdf.pdf 
(refer  to  the  620000  series).) 

For  purposes  of  the  RFA,  we  have 
determined  that  many  hospitals  and 
most  ASCs  will  be  considered  small 
entities  according  to  the  SBA  size 
standards.  Individuals  and  States  are 
not  included  in  the  definition  of  a  small 
entity.  Therefore,  the  Secretary  has 
determined  that  this  final  rule  with 
comment  period  will  have  a  significant 
impact  on  a  substantial  number  of  small 
entities.  Because  we  acknowledge  that 
many  of  the  affected  entities  are  small 
entities,  the  analyses  presented 
throughout  this  final  rule  with  comment 
period  constitute  our  regulatory 
flexibility  analysis.  Therefore,  in  the  CY 
2011  OPPS/ASC  proposed  rule  (75  FR 
46441),  we  solicited  public  comments 
on  our  estimates  and  analyses  of  the 
impact  of  the  proposed  rule  on  those 
small  entities. 

3.  Small  Rural  Hospitals 

In  addition,  section  1102(b)  of  the  Act 
requires  us  to  prepare  a  regulatory 
impact  analysis  if  a  rule  may  have  a 
significant  impact  on  the  operations  of 
a  substantial  number  of  small  rural 
hospitals.  This  analysis  must  conform  to 
the  provisions  of  section  603  of  the 
RFA.  With  the  exception  of  hospitals 
located  in  certain  New  England 
counties,  for  purposes  of  section  1102(b) 
of  the  Act,  we  now  define  a  small  rural 
hospital  as  a  hospital  that  is  located 
outside  an  urban  area  and  has  fewer 
than  100  beds.  Section  601(g)  of  the 
Social  Security  Amendments  of  1983 
(Pub.  L.  98-21)  designated  hospitals  in 
certain  New  England  counties  as 
belonging  to  the  adjacent  urban  areas. 
Thus,  for  OPPS  purposes,  we  continue 
to  classify  these  hospitals  as  urban 
hospitals.  We  believe  that  the  changes  to 
the  OPPS  in  this  final  rule  with 
comment  period  will  affect  both  a 
substantial  number  of  rural  hospitals  as 
well  as  other  classes  of  hospitals  and 
that  the  effects  on  some  may  be 
significant.  Also,  the  changes  to  the  ASC 
payment  system  in  this  final  rule  with 
comment  period  will  affect  rural  ASCs. 
Therefore,  the  Secretary  has  determined 
that  this  final  rule  with  comment  period 
will  have  a  significant  impact  on  the 
operations  of  a  substantial  number  of 
small  rural  hospitals. 

4.  Unfunded  Mandates 

Section  202  of  the  Unfunded 
Mandates  Reform  Act  of  1995  (UMRA) 


Federal  Register/ Vol.  75,  No.  226 / Wednesday,  November  24,  2010 /Rules  and  Regulations  72115 


also  requires  that  agencies  assess 
anticipated  costs  and  benefits  before 
issuing  any  rule  whose  mandates 
require  spending  in  any  1  year  of  $100 
million  in  1995  dollars,  updated 
annually  for  inflation.  That  threshold 
level  is  currently  approximately  $135 
million.  This  final  rule  with  comment 
period  will  not  mandate  any 
requirements  for  State,  local,  or  tribal 
goyernments,  nor  will  it  affect  private 
sector  costs. 

5.  Federalism 

Executive  Order  13132  establishes 
certain  requirements  that  an  agency 
must  meet  when  it  promulgates  a 
proposed  rule  (and  subsequent  final 
rule)  that  imposes  substantial  direct 
costs  on  State  and  local  governments, 
preempts  State  law,  or  otherwise  has 
Federalism  implications. 

We  have  examined  the  OPPS  and  ASC 
provisions  included  in  this  final  rule 
with  comment  period  in  accordance 
with  Executive  Order  13132, 

Federalism,  and  have  determined  that 
they  will  not  have  a  substantial  direct 
effect  on  State,  local  or  tribal 
governments,  preempt  State  law,  or 
otherwise  have  a  Federalism 
implication.  As  reflected  in  Table  66 
below,  we  estimate  that  OPPS  payments 
to  governmental  hospitals  (including 
State  and  local  governmental  hospitals) 
will  increase  by  2.9  percent  under  this 
final  rule  with  comment  period.  While 
we  do  not  know  the  number  of  ASCs 
with  government  ownership,  we 
anticipate  that  it  is  small.  We  believe 
that  the  provisions  related  to  payments  ■ 
to  ASCs  in  CY  2011  will  not  affect 
payments  to  any  ASCs  owned  by 
government  entities. 

The  following  analysis,  in 
conjunction  with  the  remainder  of  this 
document,  demonstrates  that  this  final 
rule  with  comment  period  is  consistent 
with  the  regulatory  philosophy  and 
principles  identified  in  Executive  Order 
12866,  the  RFA,  and  section  1102(b)  of 
the  Act. 

This  final  rule  with  comment  period 
will  affect  payments  to  a  substantial 
number  of  small  rural  hospitals  and  a 
small  number  of  rural  ASCs,  as  well  as 
other  classes  of  hospitals  and  ASCs,  and 
some  effects  may  be  significant. 

B.  Effects  of  OPPS  Changes  in  This  Final 
Rule  With  Comment  Period 

We  are  making  several  changes  to  the 
OPPS  that  are  required  by  the  statute. 

We  are  required  under  section 
1833(t)(3)(C)(ii)  of  the  Act  to  update 
annually  the  conversion  factor  used  to 
determine  the  APC  payment  rates.  We 
also  are  required  under  section 
1833(t)(9)(A)  of  the  Act  to  revise,  not 


less  often  than  annually,  the  wage  index 
and  other  adjustments,  including  pass¬ 
through  payments  and  outlier  payments. 
In  addition,  we  must  review  the  clinical 
integrity  of  payment  groups  and  weights 
at  least  annually.  Accordingly,  in  this 
final  rule  with  comment  period,  we  are 
updating  the  conversion  factor  and  the 
wage  index  adjustment  for  hospital 
outpatient  services  furnished  beginning 
January  1,  2011,  as  we  discuss  in 
sections  II. B.  and  II.C.,  respectively,  of 
this  final  rule  with  comment  period.  We 
discuss  our  implementation  of  section 
10324  of  the  Affordable  Care  Act,  as 
amended  by  HCERA,  authorizing  a  wage 
index  of  1.00  for  certain  frontier  states.' 
We  also  are  revising  the  relative  APC 
payment  weights  using  claims  data  for 
services  furnished  from  January  1,  2009, 
through  December  31,  2009,  and 
updated  cost  report  information.  We  are 
continuing  the  current  payment 
adjustment  for  rural  SCHs,  including 
EACHs.  Finally,  we  fist  the  18  drugs  and 
biologicals  in  Table  27  of  this  final  rule 
with  comment  period  that  we  are 
removing  from  pass-through  payment 
status  for  CY  2011. 

Under  this  final  rule  with  comment 
period,  we  estimate  that  the  update 
change  to  the  conversion  factor  and 
other  adjustments  (but  not  including  the 
effects  of  outlier  payments,  pass  through 
estimates,  the  expiration  of  section  508 
wages  on  September  30,  2010,  and  the 
application  of  the  frontier  wage 
adjustment  for  CY  2011)  as  provided  by 
the  statute,  will  increase  total  OPPS 
payments  by  2.3  percent  in  CY  2011. 
The  changes  to  the  APC  weights,  the 
changes  to  the  wage  indices,  and  the 
continuation  of  a  payment  adjustment 
for  rural  SCHs,  including  EACHs,  will 
not  increase  OPPS  payments  because 
these  changes  to  the  OPPS  are  budget 
neutral.  However,  these  updates  do 
change  the  distribution  of  payments 
within  the  budget  neutral  system  as 
shown  in  Table  66  below  and  described 
in  more  detail  in  this  section.  We  also 
estimate  that  the  total  change  in 
payments  between  CY  2010  and  CY 
2011,  considering  all  payments, 

•  including  changes  in  estimated  total 
outlier  payments,  pass  through 
payments,  the  expiration  of  additional 
money  for  specified  section  508 
reclassification  and  special  exception 
wages  indices,  and  the  application  of 
the  frontier  adjustment  outside  of 
budget  neutrality,  in  addition  to  the 
application  of  the  hospital  market 
basket  will  increase  total  OPPS 
payments  by  2.5  percent. 

1.  Alternatives  Considered 
Alternatives  to  the  changes  we  are 
making  and  the  reasons  that  we  have 


chosen  the  options  are  discussed 
throughout  this  final  rule  with  comment 
period.  Some  of  the  major  issues 
discussed  in  this  final  rule  with 
comment  period  and  the  options 
considered  are  discussed  below. 

a.  Alternatives  Considered  for  the 
Extension  of  Waiver  of  Deductible  to 
Services  Furnished  in  Connection  With 
or  in  Relation  to  a  Colorectal  Screening 
Test  That  Becomes  Diagnostic 

Section  4104(c)(2)  of  the  Affordable 
Care  Act  waives  the  deductible  with 
respect  to  a  colorectal  cancer  screening 
test  regardless  of  the  code  that  is  billed 
for  the  establishment  of  a  diagnosis  as 
a  result  of  the  test,  or  for  the  removal  of 
tissue  or  other  matter  or  other  procedure 
that  is  furnished  in  connection  with,  as 
a  result  of,  and  in  the  same  cliilical 
encounter  as  a  screening  test.  We  are 
finalizing  our  proposal  for  CY  2011  that 
the  deductible  be  waived  for  all  surgical 
services  furnished  on  the  same  date  as 
a  planned  screening  colonoscopy, 
planned  flexible  sigmoidoscopy,  or 
barium  enema  as  being  furnished  in 
connection  with,  as  a  result  of,  and  in 
the  same  clinical  encounter  as  the 
screening  test.  As  discussed  in  detail  in 
XII. B. 3.  of  this  final  rule  with  comment 
period,  we  are  implementing  this 
provision  by  creating  a  HCPCS  modifier 
that  hospitals  will  append  to  the 
diagnostic  procedure  code  that  is 
reported  instead  of  the  screening 
celonoscopy  or  screening  flexible 
sigmoidoscopy  HCPCS  code  or  as  a 
result  of  the  barium  enema  when  the 
screening  test  becomes  a  diagnostic 
service.  The  claims  processing  system 
will  respond  to  the  modifier  by  waiving, 
the  deductible  for  all  surgical  services 
on  the  same  date  as  the  diagnostic  test. 
Coinsurance  or  copayment  will 
continue  to  apply  to  the  diagnostic  test 
and  other  services  furnished  in 
connection  with,  as  a  result  of,  and  in 
the  same  clinical  encounter  as  the 
screening  test. 

We  considered  three  alternatives  for 
the  extension  of  wavier  of  deductible  to 
services  furnished  in  connection  with  or 
in  relation  to  a  colorectal  screening  test 
that  becomes  diagnostic  for  CY  2011. 
The  first  alternative  we  considered  was 
to  define  a  limited  set  of  colonoscopy 
codes  to  which  the  waiver  could  apply 
when  performed  on  the  same  date  as  a 
procedure  that  began  as  a  screening 
colonoscopy,  screening  flexible 
sigmoidoscopy,  or  barium  enema.  We 
did  not  choose  this  alternative  because 
it  is  virtually  impossible  to  create  a 
valid  and  complete  list  of  appropriate 
procedures  to  handle  all  situations,  due 
to  the  range  of  problems  that  could  be 
identified  and  complications  that  could 
occur  with  any  invasive  procedures. 
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Furthermore,  we  believe  this 
alternative  would  be  complex  to 
implement.  Although  this  alternative 
narrows  the  potential  for  hospitals  to 
abuse  the  waiver  of  the  deductible  by 
applying  it  to  unrelated  services,  we 
believe  the  potential  for  abuse  of  the 
waiver  of  the  deductible  to  be  minimal. 
The  Part  B  deductible  is  a  fixed  amount 
that  the  beneficiary  pays  before 
Medicare  begins  to  pay  and  typically 
will  be  met  after  receiving  one  to  two 
services. 

The  second  alternative  we  considered 
was  to  define  a  broader,  but  still  limited 
set  of  codes  (for  example,  selected 
surgical  ser\ices)  to  which  the  waiver 
would  apply  when  performed  on  the 
same  date  as  a  procedure  that  began  as 
a  screening  colonoscopy,  screening 
flexible  sigmoidoscopy,  or  barium 
enema.  Although  this  alternative  would 
encompass  a  broader  set  of  codes,  we 
believe  it  is  virtually  impossible  to 
create  a  valid  and  complete  list,  of 
appropriate  procedures  to  handle  all 
situations,  due  to  the  range  of  prdblems 
that  could  be  identified  and 
complications  that  could  occur  with  any 
invasive  procedures.  While  we 
acknowledge  that  this  alternative  would 
narrow  the  potential  for  ^buse  of  the 
waiver  of  the  deductibk^  we  believe  the 
potential  for  abuse  is  m  mimal  and  that 
this  alternative  also  wt  aid  be  complex 
to  implement.  For  these  reasons  we  did 
not  choose  to  define  a  broader  set  of  - 
limited  codes  to  which  the  waiver  could 
apply  when  performed  on  the  same  date 
as  a  procedure  that  began  as  a  screening 
colonoscopy,  screening  flexible 
sigmoidoscopy,  or  barium  enema. 

The  third  alternative  we  considered, 
and  the  one  we  are  adopting  for  CY 
2011,  is  to  apply  the  waiver  to  any 
surgical  procedure  that  is  reported  with 
the  same  date  as  a  screening 
colonoscopy,  flexible  sigmoidoscopy,  or 
barium  enema  and  that  providers  report 
is  “in  connection  with  or  as  a  result  of’ 
the  procedure  that  began  as  a  screening 
test.  As  we  discuss  in  detail  in  section 
XII.B.3.  of  this  final  rule  with  comment 
period,  we  have  created  HCPCS 
modifier  “PT”  that  providers  will 
append  to  the  diagnostic  procedure 
code  that  is  reported  instead  of  the 
screening  colonoscopy  or  screening 
flexible  sigmoidoscopy  HCPCS  code  or 
as  a  result  of  the  barium  enema  when 
the  screening  test  becomes  a  diagnostic 
service.  We  chose  this  alternative 
because  we  believe  it  provides  the 
greatest  ease  of  public  understanding 
and  provider  application.  We  believe 
that  this  alternative  is  appropriate 
because  we  believe  that  it  will  be  very 
rare  for  an  unrelated  surgery  to  occur  on 
the  same  date  as  one  of  these  scheduled 


screening  tests.  Moreover,  we  believe 
that  the  risk  of  improper  expenditures 
will  be  very  small  under  this  policy 
because  it  is  the  deductible,  and  not  the 
coinsurance,  that  is  waived  for  the 
related  procedures  other  than  the 
screening  tests.  As  noted  above,  the  Part 
B  deductible  is  a  fixed  amount  that  the 
beneficiary  pays  before  Medicare  begins 
to  pay  and  typically  will  be  met  after 
receiving  one  to  two  services. 

b.  Alternatives  Considered  for  Payment 
of  the  Acquisition  and  Pharmacy 
Overhead  Costs  of  Drugs  and  Biologicals 
That  Do  Not  Have  Pass-Through  Status 

We  are  finalizing  our  proposal  that, 
for  CY  2011,  the  OPPS  will  make 
payment  for  separately  payable  drugs 
and  biologicals  under  the  methodology 
that  we  proposed,  which,  for  CY  2011, 
results  in  payment  for  separately  paid 
drugs  and  biologicals  at  ASP+5  percent. 
This  payment*will  continue  to  represent 
combined  payment  for  both  the 
acquisition  and  pharmacy  overhead 
costs  of  separately  payable  drugs  and 
biologicals.  As  discussed  in  detail  in 
section  V.B.3.  of  this  final  rule  with 
comment  period,  we  believe  that 
approximately  $150  million  of  the 
estimated  $457  million  in  pharmacy 
overhead  cost  currently  attributed  to 
coded  packaged  drugs  with  an  ASP  and 
$50  million  of  the  overhead  cost 
currently  attributed  to  uncoded 
packaged  drugs  without  an  ASP  should, 
instead,  be  attributed  to  separately 
payable  drugs  and  biologicals  to  provide 
an  adjustment  for  the  pharmacy 
overhead  costs  of  these  separately 
payable  products.  As  a  result,  we  also 
are  reducing  the  cost  of  packaged  drugs 
and  biologicals  that  is  included  in  the 
payment  for  procedural  APCs  to  offset 
the  $200  million  adjustment  to  payment 
for  separately  payable  drugs  and 
biologicals.  We  are  finalizing  our 
proposal  that  any  redistribution  of 
pharmacy  overhead  cost  that  may  arise 
from  CY  2011  final  rule  claims  data  will 
occur  only  from  some  drugs  and 
biologicals  to  other  drugs  and 
biologicals,  thereby  maintaining  the 
estimated  total  cost  of  drugs  and 
biologicals  under  the  OPPS. 

We  considered  three  alternatives  for 
payment  of  the  acquisition  and 
pharmacy  overhead  costs  of  drugs  and 
biologicals  that  do  not  have  pass¬ 
through  status  for  CY  2011.  The  first 
alternative  we  considered  was  to 
continue  our  standard  policy  of 
comparing  the  estimated  aggregate  cost 
of  separately  payable  drugs  and 
biologicals  in  our  claims  data  to  the 
estimated  aggregate  ASP  dollars  for 
separately  payable  drugs  and 
biologicals,  using  the  ASP  as  a  proxy  for 


average  acquisition  cost,  to  calculate  the 
estimated  percent  of  ASP  that  will  serve 
as  the  best  proxy  for  the  combined 
acquisition  and  pharmacy  overhead 
costs  of  separately  payable  drugs  and 
biologicals  (70  FR  68642).  Under  this 
standard  methodology,  using  July  2010 
ASP  information  and  costs  derived  from 
CY  2009  OPPS  final  rule  claims  data,  we 
estimated  the  combined  acquisition  and 
overhead  costs  of  separately  payable  , 
drugs  and  biologicals  to  be  ASP  minus 
1  percent.  As  discussed  in  section  V.B.3. 
of  this  final  rule  with  comment  period, 
we  also  determined  that  the  combined 
acquisition  and  overhead  costs  of 
packaged  drugs  are  296  percent  of  ASP. 
We  did  not  choose  this  alternative 
because  we  believe  that  this  analysis 
indicates  that  our  standard  drug 
payment  methodology  has  the  potential 
to  “compress”  the  calculated  costs  of 
separately  payable  drugs  and  biologicals 
to  some  degree.  Further,  we  recognize 
that  the  attribution  of  pharmacy 
overhead  costs  to  packaged  or  separately 
payable  drugs  and  biologicals  through 
our  standard  drug  payment 
methodology  of  a  combined  payment  for 
acquisition  and  pharmacy  overhead 
costs  depends,  in  part,  on  the  treatment 
of  all  drugs  and  biologicals  each  year 
under  our  annual  drug  packaging 
threshold.  Changes  to  the  packaging 
threshold  may  result  in  changes  to 
payment  for  the  overhead  cost  of  drugs 
and  biologicals  that  do  not  reflect  actual 
changes  in  hospital  pharmacy  overhead 
cost  for  those  products. 

The  second  alternative  we  considered 
was  to  adopt  the  APC  Panel’s  February 
2010  recommendation  to  redistribute  a 
larger  portion  of  the  overhead  cost  from 
packaged  drugs  to  separately  payable 
drugs  for  payment  of  drugs  and 
biologicals  that  do  not  have  pass¬ 
through  status.  We  did  not  choose  this 
alternative  because,  as  we  discussed  in 
V.B.3.  of  this  final  rule  with  comment 
period,  we  are  not  confident  that  we 
know  the  amount  of  overhead  cost 
available  for  redistribution  in  the 
uncoded  packaged  drugs  and,  therefore, 
.do  not  know  if  it  is  appropriate  to 
redistribute  more  payment  from 
uncoded  packaged  drugs  to  separately 
paid  drugs.  Presenters  at  the  February 
2010  APC  Panel  meeting  provided 
analyses  suggesting  that  the  uncoded 
packaged  drug  cost  contain  exactly  the 
same  drugs  as  those  in  the  coded 
packaged  drug  cost,  leading  to  a 
recommendation  that  we  could  assume 
the  same  proportional  amount  of 
overhead  cost  appears  in  the  uncoded 
packaged  drug  cost  as  observed  in  the 
coded  packaged  drug  cost  in  order  to 
increase  the  amount  of  “overhead”  drug 
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cost  available  for  redistribution  from 
uncoded  packaged  drugs  to  separately 
payable  drugs.  Public  comments  on  the 
proposed  rule  make  comparable 
comments,  and  presenters  at  the  August 
2010  APC  Panel  meeting  reiterated  their 
recommended  assumption  of 
comparable  overhead  amounts. 

However,  we  do  not  believe  we  should 
assume  that  the  costs  reported  under 
uncoded  pharmacy  revenue  code  lines 
are  for  the  same  drugs  and  biologicals, 
with  the  same  ASPs,  and  overhead  costs 
as  the  costs  of  packaged  drugs  and 
biologicals  reported  with  a  HCPCS  code. 
For  these  reasons,  we  are  not  accepting 
the  APC  Panel’s  recommendation  to 
redistribute  a  larger  portion  of  overhead 
costs  from  packaged  drugs  to  separately 
payable  drugs  for  CY  2011. 

■The  third  alternative  we  considered 
and  the  one  we  selected  for  CY  2011  is 
to  continue  our  CY  2010  redistribution 
methodology  and  redistribute  $200 
million  in  overhead  costs  from  packaged 
coded  and  uncoded  drugs  to  separately 
payable  drugs  which  will  result  in  a 
payment  for  non-pass-through 
separately  payable  drugs  and  biologicals 
at  ASP-i-5  percent,  which  will  continue 
to  represent  a  combined  payment  for 
both  the  acquisition  costs  of  separately 
payable  drugs  and  the  pharmacy 
overhead  costs  applicable  to  these 
products.  We  also  are  reducing  the  cost 
of  packaged  drugs  that  is  included  in 
the  payment  for  procedural  APCs  to 
offset  the  $200  million  adjustment  to 
payment  for  separately  payable  drugs 
and  biologicals,  resulting  in  payment  for 
packaged  drugs  and  biologicals  of 
ASP-^198  percent.  We  chose  this 
alternative  because  we  believe  that  it 
provides  the  most  appropriate 
redistribution  of  pharmacy  overhead 
costs  associated  yvith  drugs  and 
biologicals,  based  on  the  analyses 
discussed  in  section  V.B.3.  of  this  final 
rule  with  comment  period,  and  is  the 
alternative  that  is  most  consistent  with 
the  principles  of  a  prospective  payment 
system. 

c.  Alternatives  Considered  for  the 
Physician  Supervision  of  Hospital 
Outpatient  Services 

Our  proposed  revision  to  our 
requirement  for  direct  supervision  of 
therapeutic  services  provided  to 
hospital  and  CAH  outpatients  attempted 
to  address  industry  concerns  brought  to 
our  attention  since  we  issued  our  CY 
2010  final  rule  with  comment  period. 
The  primary  issue  raised  by  CAHs,  rural 
hospitals  and  other  small  hospitals 
following  CY  2010  rulemaking  was 
difficulty  in  staffing  their  facilities  to 
meet  our  requirement  for  direct 
supervision  of  all  outpatient  therapeutic 


services,  but  especially  services  that 
involve  a  significant  amount  of 
monitoring  by  auxiliary  staff,  that  may 
extend  past  regular  business  hours,  and 
that  typically  are  lower  clinical 
complexity  and  risk.  Our  proposal  to 
establish  a  limited  set  of  “non-surgical 
extended  duration  therapeutic  services” 
(extended  duration  services)  was 
designed  to  address  these  issues.  For 
these  services,  we  proposed  to  require 
only  a  minimum  of  direct  supervision 
during  an  initial  period,  followed  by 
general  supervision  for  the  remainder  of 
the  service.  Public  commenters 
appreciated  our  attempt  to  offer 
flexibility  through  our  proposal  for  noh- 
surgical  extended  duration  services,  but 
made  several  additional  requests.  First, 
they  note  that  direct  supervision  should 
require  the  supervising  physician  or 
nonphysician  practitioner  be  available, 
but  not  specify  a  physical  location-. 
Commenters  also  requested  that  CMS 
adopt  general  supervision  for  all 
therapeutic  services.  They  noted  that 
there  are  other  types  of  outpatient 
services  that  they  believe  qualify  for 
general  supervision,  and  they  made 
extensive  requests  for  an  independent 
assessment  of  the  clinically  appropriate 
supervision  level  for  any  given 
outpatient  service.  In  order  to  address 
these  concerns  while  maintaining  an 
adequate  level  of  safety  and  quality  of 
care,  we  are  finalizing  a  supervision 
policy  with  the  following  four 
components; 

1.  We  are  maintaining  our  default 
requirement  for  direct  supervision  of  all 
outpatient  therapeutic  services. 

However,  we  are  revising  our  definition 
of  direct  supervision  of  both  outpatient 
therapeutic  and  diagnostic  services 
(except  for  diagnostic  services  provided 
under  arrangement  in  non-hospital 
locations)  to  require  only  “immediate 
availability,”  meaning  physically 
immediately  available,  without 
specifying  a  particular  physical 
boundary. 

2.  Through  rulemaking  for  CY  2012, 
we  will  develop  a  process  to  consider 
industry  requests  for  alternative  service- 
specific  supervision  levels  that  will 
include  an  independent  technical 
advisory  committee,  potentially  the  APC 
Panel. 

3.  In  the  interim,  we  are  extending  for 
one  year  (through  CY  2011)  our  notice 
of  non-enfcffcement  of  the  current  policy 
for  direct  supervision  of  all  outpatient 
therapeutic  services  furnished  in  CAHs 
[http://wTA'w.C]Tis.gov/ 
HospitalOutpatientPPS/ Downloads/ 
WehNotice.pdf).  Because  CAHs  and 
small  rural  hospitals  paid  under  the 
OPPS  face  comparable  staffing 
challenges,  we  are  extending  this 


provision  to  hospitals  geographically 
located  in  a  rural  area  or  designated  to 
be  located  in  a  rural  area  for  their  wage 
index  that  have  100  or  fewer  beds. 

4.  Finally,  for  CY  2011,  we  are 
finalizing  our  proposal  to  establish  a 
limited  set  of  nonsurgical  extended 
duration  services  for  which  we  would 
allow  direct  supervision  during  the 
initiation  of  the  service  followed  by 
general  supervision  for  the  remainder  of 
service  at  the  discretion  of  the 
supervising  physician  or  nonphysician 
practitioner.  The  list  of  nonsurgical 
extended  duration  therapeutic  services 
subject  to  this  policy  for  CY  2011 
appears  in  Table  48A  of  this  final  rule 
with  comment  period. 

We  considered  two  alternatives  that 
we  believed  may  have  increa.sed 
flexibility  while  sustaining  our  payment 
requirement  for  direct  supervision  of 
therapeutic  hospital  outpatient  services 
provided  incident  to  physicians’ 
services.  First,  wa  considered  offering 
hospitals  the  flexibility  of  broadening 
the  list  of  extended  duration  services  to 
include  more  complex  and  potentially 
acute  services  like  chemotherapy 
administration  and  blood  transfusions, 
which  some  stakeholders  also  maintain 
do  not  require  direct  supervision. 
Because  we  were  concerned  that  these 
services  had  a  higher  probability  of 
needing  a  physician  or  nonphysician 
practitioner  to  furijish  assistance  and 
direction  through  provision  of  the 
service,  we  had  reasoned  that  we  could 
require  hospitals  to  create  internal 
guidelines  specifying  a  supervision 
level  and  protocols  for  staffing  that 
supervision  level  for  every  extended 
duration  service,  including 
chemotherapy  administration  and  blood 
transfusions.  We  considered  minimum 
requirements  for  these  internal 
supervision  guidelines,  including 
annual  review  and  approval  by  a 
governing  committee,  periodic  internal 
evaluation,  and  the  ability  to  make  these 
guidelines  available  to  auditors  if 
requested.  Further,  auditors  would 
review  those  guidelines  if  a  quality  or 
patient  safety  event  were  to  occur. 
Fundamentally,  we  did  not  choose  this 
policy  because,  while  many  commenters 
liked  this  option  for  the  flexibility  that 
it  offered,  it  did  not  address  commenters 
fundamental  concern  that  our  uniform 
requirement  for  direct  supervision  as  a 
condition  of  payment  did  not  consider 
the  relative  risk  for  needing  a 
supervising  physician  or  nonphysician 
practitioner’s  physical  presence  against 
the  cost  of  providing  direct  supervision. 
Because  commenters  disagreed  about 
the  appropriate  level  of  supervision  for 
individual  services,  such  as 
chemotherapy,  and  because  we  continue 
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to  believe  supervision  is  a  key 
component  of  the  service  Medicare 
purchases  for  its  beneficiaries,  we 
believe  that  an  independent  entity, 
whether  the  APC  Panel  or  other 
technical  committee,  should  evaluate 
services  for  the  appropriate  supervision 
level,  potentially  something  other  than 
direct  supervision,  to’ support  provision 
of  a  safe,  quality  service.  We  also  did 
not  choose  this  alternative  because  some 
commenters  did  believe  the  policy 
would  be  burdensome  to  implement  and 
maintain.  Finally,  we  rejected  this 
alternative  because  a  veiriable  standard 
of  supervision  across  hospitals  could  be 
administratively  difficult  for  us  to  audit 
and  evaluate. 

Second,  we  considered  whether  to 
exclude  CAHs  from  the  requirements  for 
direct  supervision  of  therapeutic 
services.  We  considered  limiting  CAHs 
to  their  CoPs,  which  in  effect  only 
require  them  to  operate  under  general 
supervision.  We  also  considered 
extending  the  notice  of  nonenforcement 
while  we  further  develop  policies.  As 
discussed  above,  we  believe  there  are 
strong  grounds  for  applying  the  same 
supervision  requirements  to  CAHs  as  to 
all  other  hospitals.  One  of  these  grounds 
is  that  hospital  outpatient  services  are 
furnished  “incident  to”  physicians’ 
services,  and  we  believe  that  the 
incident  to  rules  apply  equally  to 
critical  access  and  othpr  types  of 
hospitals.  We  continue  to  believe  that 
Medicare  should  purchase  the  same 
basic  level  of  quality  and  safe  outpatient 
care  for  all  beneficiaries,  whether  from 
a  CAH,  a  small  rural  hospital,  or  other 
hospitals.  Moreover,  having  reviewed 
public  comments,  we  do  not  believe  it 
is  safe  to  permit  general  supervision  of 
all  hospital  outpatient  therapeutic 
services.  At  the  same  time,  we 
acknowledge  that  in  order  to  purchase 
the  same  outpatient  care  from  CAHs  as 
other  hospitals,  we  need  to  have  a 
national  discussion  about  what 
constitutes  the  appropriate  supervision 
for  a  given  service.  Therefore,  we 
decided  to  extend  the  notice  of 
nonenforcement  for  CAHs,  as  well  as 
adding  in  small  rural  hospitals,  while 
we  propose  and  finalize  a  process  for 
evaluating  service-specific  supervision 
levels. 

We  believe  that  the  policies  in  this 
final  rule  will  address  industry  concerns 
while  maintaining  an  adequate  level  of 
safety  and  quality  of  care  in  the  hospital 
outpatient  services  that  Medicare 
purchases. 

2.  Limitations  of  Our  Analysis 

The  distributional  impacts  presented 
here  are  the  projected  effects  of  the  CY 
2011  policy  changes  on  various  hospital 


groups.  We  post  on  the  CMS  Web  site 
our  hospital-specific  estimated 
payments  for  CY  2011  with  the  other 
supporting  documentation  for  this  final 
rule  with  comment  period.  To  view  the 
hospital-specific  estimates,  we  refer 
readers  to  the  CMS  Web  site  at:  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/.  Select 
“regulations  and  notices”  from  the  left 
side  of  the  page  and  theii*select  “CMS- 
1504-FC”  from  the  list  of  regulations 
and  notices.  The  hospital-specific  file 
layout  and  the  hospital-specific  file  are 
listed  with  the  other  supporting 
documentation  for  this  final  rule  with 
comment  period.  We  show  hospital- 
specific  data  only  for  hospitals  whose 
claims  were  used  for  modeling  the 
impacts  shown  in  Table  66  below.  We 
do  not  show  hospital-specific  impacts 
for  hospitals  whose  claims  we  were 
unable  to  use.  We  refer  readers  to 
section  II.A.2.  of  this  final  rule  with 
comment  period  for  a  discussion  of  the 
hospitals  whose  claims  we  do  not  use 
for  ratesetting  and  impact  purposes. 

We  estimate  the  effects  of  the 
individual  policy  changes  by  estimating 
payments  per  service,  while  holding  all 
other  payment  policies  constant.  We  use 
the  best  data  available,  but  do  not 
attempt  to  predict  behavioral  responses 
to  our  policy  changes.  In  addition,  we 
do  not  make  adjustments  for  future 
changes  in  variables  such  as  service 
volume,  service  mix,  or  number  of 
-  encounters.  As  we  have  done  in 
previous  rules,  in  the  CY  2011  OPPS/ 
ASC  proposed  rule  (75  FR  46445),  we 
solicited  public  comment  and 
information  about  the  anticipated  effects 
of  our  changes  on  providers  and  our 
methodology  for  estimating  them. 

We  received  many  public  comments 
on  the  proposed  changes  to  payment 
policies  and  to  proposed  payment  rates 
for  the  CY  2011  OPPS.  We  have 
summarized  these  public  comments  and 
provided  our  responses  to  them  in  other 
sections  of  this  final  rule  with  comment 
period  as  part  of  our  discussions  of  the 
specific  topics  to  which  the  comments 
pertained.  We  did  not  receive  any 
public  comments  on  our  methodology 
for  estimating  the  anticipated  effects  of 
our  proposed  changes  on  providers  or 
other  parties.  For  the  reasons  set  forth 
in  the  proposed  rule  (75  FR  46444),  we 
are  finalizing  our  proposed 
methodology  for  estimating  the 
anticipated  effects  of  out  proposed 
changes  on  providers  or  other  parties. 

3.  Estimated  Effects  of  This  Final  Rule 
with  Comment  Period  on  Hospitals 

Table  66  below  shows  the  estimated 
impact  of  this  final  rule  with  comment 
period  on  hospitals.  Historically,  the 


first  line  of  the  impact  table,  which 
estimates  the  change  in  payments  to  all 
hospitals,  has  always  included  cancer 
and  children’s  hospitals,  which  are  held 
harmless  to  their  pre-BBA  payment-to- 
cost  ratio.  As  discussed  in  section  II.F. 
of  this  final  rule  with  comment  period, 
we  are  not  finalizing  our  proposal  to 
extend  an  adjustment  to  certain  cancer 
hospitals  under  section  3138  of  the 
Affordable  Care  Act.  Because  these 
hospitals  will  continue  to  receive  hold 
harmless  payments,  per  our  standard 
policy,  we  have  excluded  them  from 
this  impact  table.  We  also  include 
CMHCs  in  the  first  line  that  includes  all 
providers  because  we  include  CMHCs  in 
our  weight  scalar  estimate. 

We  present  separate  impacts  for 
CMHCs  in  Table  66  because  CMHCs  are 
paid  only  for  partial  hospitalization 
services  and  CMHCs  are  a  different 
provider  type  from  hospitals.  For  CY 
2010,  CMHCs  and  hospitals  were  paid 
under  two  APCs  for  services  under  the 
OPPS:  APC  0172  (Level  1  Partial 
Hospitalization  (3  services))  and  APC 
0173  (Level  II  Partial  Hospitalization  (4 
or  more  services)).  For  CY  2011,  we  are 
paying  CMHCs  under  APC  0172  (Level 
I  Partial  Hospitalization  (3  services)  for 
CMHCs)  and  APC  0173  (Level  II  Partial 
Hospitalization  (4  or  more  services)  for 
CMHCs),  and  we  are  paying  hospitals 
for  partial  hospitalization  services  under 
APC  0175  (Level  I  Partial 
Hospitalization  (3  services)  for  Hospital- 
based  PHPs)  and  APC  0176  (Level  II 
Partial  Hospitalization  (4  or  more 
services)  for  Hospital-based  PHPs).  We 
display  the  impact  on  CMHCs  of  this 
policy  change  below  and  we  discuss  the 
impact  on  CMHCs  in  section  XX.B.4.  of 
this  final  rule  with  comment  period. 

The  estimated  increase  in  tne  total 
payments  made  under  the  OPPS  is 
limited  by  the  increase  to  the 
conversion  factor  set  under  the 
methodology  in  the  statute.  The 
distributional  impacts  presented  do  not 
include  assumptions  about  changes  in 
volume  and  service  mix.  The  increase  to 
the  conversion  factor  is  reduced  b  /  0.25 
percentage  point  as  required  by  section 
3401  (i)  of  the  Affordable  Care  Act  and 
as  amended  by  section  10319(g)  of  such 
Act  and  further  amended  by  section 
1105(e)  of  such  Act.  Section  3137  of  the 
Affordable  Care  Act,  as  amended  by  the 
HCERA,  extended  additional  payment 
to  section  508  reclassification  hospitals 
and  special  exception  hospital  wages 
outside  budget  neutrality  through 
September  30,  2010.  The  amounts 
attributable  to  these  reclassifications  are 
incorporated  into  the  CY  2010  estimates 
in  Table  66.  Section  10324  of  the 
Affordable  Care  Act,  as  amended  by 
HCERA,  further  authorized  additional 
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expenditures  outside  budget  neutrality 
for  hospitals  in  certain  frontier  States  to 
have  a  wage  index  of  1.00.  The  amounts 
attributable  to  this  frontier  State  wage 
index  adjustment  are  incorporated  into 
the  CY  2011  estimates  in  Table  66. 

Table  66  shows  the  estimated 
redistribution  of  hospital  and  CMHC 
payments  among  providers  as  a  result  of 
APC  reconfiguration  and  recalibration; 
wage  indices  and  the  rural  adjustment; 
the  combined  impact  of  the  APC 
recalibration,  wage  and  rural  adjustment 
effects,  and  the  market  basket  update  to 
the  conversion  factor;  the  frontier  State 
wage  index  adjustment;  and,  finally, 
estimated  redistribution  considering  all 
payments  for  CY  2011  relative  to  all 
payments  for  CY  2010,  including  the 
impact  of  changes  in  estimated  outlier 
payments,  expiring  section  508  wage 
indices,  and  changes  to  the  pass-through 
payment  estimate.  We  did  not  model  an 
explicit  budget  neutrality  adjustment  for 
the  rural  adjustment  for  SCHs  because 
we  are  not  making  any  changes  to  the 
policy  for  CY  2011.  Because  the  updates 
to  the  conversion  factor,  including  the 
update  of  the  market  basket,  less  the 
market  basket  reduction  authorized 
under  the  Affordable  Care  Act,  and  the 
subtraction  of  additional  money 
dedicated  to  pass-through  payment  for 
CY  2011,  are  applied  uniformly  across 
services,-  observed  redistributions  of 
payments  in  the  impact  table  for 
hospitals  largely  depend  bn  the  mix  of 
services  furnished  by  a  hospital  (for  ■ 
example,  how  the  APCs  for  the 
hospital’s  most  frequently  furnished 
services  will  change),  and  the  impact  of 
the  wage  index  changes  on  the  hospital. 
However,  total  payments  made  under 
this  system  and  the  extent  to  which  this 
final  rule  with  comment  period  will 
redistribute  money  during 
implementation  also  will  depend  on 
changes  in  volume;  practice  patterns, 
and  the  mix  of  services  billed  between 
CY  2010  and  CY  2011  by  various  groups 
of  hospitals,  which  CMS  cannot 
for0C3st  '* 

Overall,  the  OPPS  rates  for  CY  2011 
will  have  a  positive  effect  for  providers 
paid  under  the  OPPS,  resulting  in  a  2.5 
percent  estimated  increase  in  Medicare 
payments.  Removing  cancer  and 
children’s  hospitals  because  their 
payments  are  held  harmless  to  the  pre- 
OPPS  ratio  between  payment  and  cost 
and  CMHCs  suggests  that  these  changes 
will  result  in  a  2.8  percent  estimated 
increase  in  Medicare  payments  to  all 
other  hospitals. 

To  illustrate  the  impact  of  the  final 
CY  2011  changes,  our  analysis  begins 
'  with  a  baseline  simulation  model  that 
uses  the  final  CY  2010  weights,  the  FY 
2010  final  IPPS  wage  indices  that 


include  reclassifications,  and  the  final 
CY  2010  conversion  factor.  Column  2  in 
Table  66  shows  the  independent  effect 
of  the  changes  resulting  from  the 
reclassification  of  services  among  APC 
groups  and  the  recalibration  of  APC 
weights,  based  on  12  months  of  CY  2009 
OPPS  hospital  claims  data  and  the  most 
recent  cost  report  data.  We  modeled  the 
effect  of  the  APC  recalibration  changes 
for  CY  2011  by  varying  only  the  weights 
(the  final  CY  2010  weights  versus  the 
final  CY  2011  weights  calculated  using 
the  service  mix  and  volume  in  the  CY 
2009  claims  used  for  this  final  rule  with  ■ 
comment  period)  and  calculating  the 
percent  difference  in  weight.  Column  2 
also  reflects  the  effect  of  the  changes 
resulting  from  the  APC  reclassification 
and  recalibration  changes  and  any 
changes  in  multiple  procedure  discount 
patterns  or  conditional  packaging  that 
occur  as  a  result  of  the  changes  in  the 
relative  magnitude  of  payment  weights. 

Column  3  reflects  the  independent 
effects  of  the  updated  wage  indices, 
including  the  application  of  budget 
neutrality  for  the  rural  floor  policy  on  a 
nationwide  basis.  This  column  excludes 
the  effects  of  the  frontier  wage  index 
adjustment,  which  is  not  budget  neutral 
and  is  shown  in  column  5.  We  did  not 
model  a  budget  neutrality  adjustment 
for  the  rmal  adjustment  for  SCHs 
because  we  are  making  no  changes  to 
the  policy  for  CY  2011.  We  modeled  the 
independent  effect  of  updating  tWe  wage 
indices  by  varying  only  the  wage 
indices,  holding  APC  relative  weights, 
service  mix,  and  the  rural  adjustment 
constant  and  using  the  CY  2011  scaled 
weights  and  a  CY  2010  conversion 
factor  that  included  a  budget  neutrality 
adjustment  for  the  effect  of  changing  the 
wage  indices  between  CY  2010  and  CY 
2011. 

Column  4  demonstrates  the  combined 
“budget  neutral”  impact  of  APC 
recalibration  (that  is.  Column  2),  the 
wage  index  update  (that  is.  Column  3), 
as  well  as  the  impact  of  updating  the 
conversion  factor  with  the  adjusted  OPD 
fee  schedule  increase  (also  commonly 
known.as  the  market  basket  update,  in 
this  case,  the  2.6  percent  hospital 
market  basket  update  less  the  0.25 
percentage  point  reduction  required  by 
the  Affordable  Care  Act).  We  modeled 
the  independent  effect  of  the  budget 
neutrality  adjustments  and  the  adjusted 
OPD  fee  schedule  increase  by  using  the 
weights  and  wage  indices  for  each  year, 
and  using  a  CY  2010  conversion  factor 
that  included  the  adjusted  OPD  fee 
schedule  increase  and  a  budget 
neutrality  adjustment  for  differences  in 
wage  indices. 

Column  5  demonstrates  the  impact  of 
the  budget  neutral  adjustments  and  the 


OPD  fee  schedule  increase  reflected  in 
Column  4  combined  with  the  non¬ 
budget  neutral  frontier  State  wage  index 
adjustment,  discussed  in  section  II.C.l. 
of  this  final  rule  with  comment  period. 

Finally,  Column  6  depicts  the  full 
impact  of  the  CY  2011  policies  on  each 
hospital  group  by  including  the  effect  of 
all  the  changes  for  CY  2011  (including 
the  APC  reconfiguration  and 
recalibration  shown  in  Column  2)  and 
comparing  them  to  all  estimated 
payments  in  CY  2010  (these  CY  2010 
estimated  payments  include  the 
payments  resulting  from  the  non-budget 
neutral  increases  to  wage  indices  under 
section  508  of  Public  Law  108-173  as 
extended  by  Public  Law  1)1-148 
through  September  30,  2010).  Qolumn  6 
shows  the  combined  budget  neutral 
effects  of  Columns  2  through  4,  plus  the 
impact  of  the  frontier  State  wage  index 
adjustment;  the  change  to  the  fixed- 
dollar  outlier  threshold  from  $2,175  to 
$2,025  as  discussed  in  section  II.G.  of 
this  final  rule  with  comment  period;  the 
expiration  of  section  508 
reclassifications;  the  change  in  the  HOP 
QDRP  payment  reduction  for  the  small 
number  of  hospitals  in  our  impact 
model  that  failed  to  meet  the  reporting 
requirements  (see  section  XVI. D.  of  this 
final  rule  with  comment  period);  and 
the  impact  of  increasing  the  estimate  of 
the  percentage  of  total  OPPS  payments 
dedicated  to  transitional  pass-through 
payments.  Of  the  90  hospitals  that  failed 
to  meet  the  HOP  QDRP  reporting 
requirements  for  the  full  CY  2010 
update  (and  assumed,  for  modeling 
purposes,  to  be  the  same  number  for  CY 
2011),  we  included  11  hospitals  in  our 
model  because  they  had  both  CY  2009 
claims  data  and  recent  cost  report  data. 
We  estimate  that  the  cumulative  effect 
of  all  changes  for  CY  2011  will  increase 
payments  to  all  providers  by  2.5  percent 
for  CY  2011.  We  modeled  the 
independent  effect  of  all  changes  in 
Column  6  using  the  final  weights  for  CY 
2010  and  the  final  weights  for  CY  2011. 
We  used  the  final  conversion  factor  for 
CY  2010  of  $67,241,  which  was 
announced  in  the  notice  describing 
implementation  of  the  Affordable  Care 
Act  provisions  (75  FR  45769)  and  the 
CY  2011  conversion  factor  of  $68,876 
discussed  in  section  R.B.  of  this  final 
rule  with  comment  period. 

Column  6  also  contains  simulated 
outlier  payments  for  each  year.  We  used 
the  charge  inflation  factor  used  in  the 
FY  2011  IPPS/LTCH  PPS  final  rule  of 
4.83  percent  (1.0483)  to  increase 
individual  costs  on  the  CY  2009  claims, 
and  we  used  the  most  recent  overall 
CCR  in  the  July  2010  Outpatient 
Provider-Specific  File  (OPSF).  Using  the 
CY  2009  claims  and  a  4.83  percent 
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charge  inflation  factor,  we  currently 
estimate  that  outlier  payments  for  CY 
2010,  using  a  multiple  threshold  of  1.75 
and  a  fixed-dollar  threshold  of  $2,175, 
will  be  approximately  0.85  percent  of 
total  payments.  Outlier  payments  of 
0.85  percent  are  incorporated  in  the  CY 
2010  comparison  in  Column  6.  We  used 
the  same  set  of  claims  and  a  charge 
inflation  factor  of  9.88  percent  (1.0988) 
and  the  CCRs  in  the  July  2010  OPSF, 
with  an  adjustment  of  0.9910,  to  reflect 
relative  changes  in  cost  and  charge 
inflation  between  CY  2009  and  CY  2011, 
to  model  the  CY  2011  outliers  at  1.0 
percent  of  estimated  total  payments 
using  a  multiple  threshold  of  1.75  and 
a  fixed-dollar  threshold  of  $2,025. 

Column  1:  Total  Number  of  Hospitals 

The  first  line  in  Column  1  in  Table  66 
shows  the  total  number  of  providers 
(4,185),  including  designated  cancer  and 
children’s  hospitals  and  CMHCs  for 
which  we  were  able  to  use  CY  2009 
hospital  outpatient  claims  to  model  CY 
2010  and  CY  2011  payments,  by  classes 
-  of  hospitals.  We  excluded  all  hospitals 
for  which  we  could  not  accurately 
estimate  CY  2010  or  CY  2011  payment 
and  entities  that  are  not  paid  under  the 
OPPS.  The  latter  entities  include  CAHs, 
all-inclusive  hospitals,  and  hospitals 
located  in  Guam,  the  U.S.  Virgin 
Islands,  Northern  Mariana  Islands, 
American  Samoa,  and  the  State  of 
Maryland.  This  process  is  discussed  in 
greater  detail  in  section  II. A.  of  this  final 
nile  with  comment  period.  At  this  time, 
we  are  unable  to  calculate  a 
disproportionate  share  (DSH)  variable 
for  hospitals  not  participating  in  the 
IPPS.  Hospitals  for  which  we  do  not 
have  a  DSH  variable  are  grouped 
separately  and  generally  include 
freestanding  psychiatric  hospitals, 
rehabilitation  hospitals,  and  long-term 
care  hospitals.  We  show  the  total 
number  (3,906)  of  OPPS  hospitals, 
excluding  the  hold-harmless  cancer  and 
children’s  hospitals  and  CMHCs,  on  the 
second  line  of  the  table.  We  excluded 
cancer  and  children’s  hospitals  because 
section  1833(t)(7)(D)  of  the  Act 
permanently  holds  harmless  cancer 
hospitals  and  children’s  hospitals  to 
their  proportional  payment  relative  to 
reasonable  cost  prior  to  payment  under 
the  OPPS  and,  therefore,  we  removed 
them  from  our  impact  analyses.  We 
show  the  isolated  impact  on  217  CMHCs 
at  the  bottom  of  the  impact  table  and 
discuss  that  impact  separately  below. 

Column  2:  APC  Changes  Due  to 
Reassignment  and  Recalibration 

This  column  shows  the  combined 
effects  of  the  reconfiguration, 
recalibration,  and  other  policies  (such  as 


setting  payment  for  separately  payable 
drugs  and  biologicals  at  ASP+5  percent 
with  an  accompanying  reduction  in  the 
amount  of  cost  associated  with 
packaged  drugs  and  biologicals  and 
changes  in  payment  for  PHP  services). 
Overall,  we  estimate  that  changes  in 
APC  reassignment  and  recalibration 
across  all  services  paid  under  the  OPPS 
will  increase  payments  to  urban 
hospitals  by  0.3  percent.  We  estimate 
that  both  large  and  other  urban  hospitals 
will  see  an  increase  of  0.3  percent,  all 
attributable  to  recalibration.  We 
estimate  that  urban  hospitals  billing 
-fewer  than  5,000  lines  for  OPPS  services 
will  experience  an  increases  of  2.2, 
while  urban  hospitals  billing  5,000  or 
more  lines  for  OPPS  services  will  see 
increases  of  0.1  to  0.7  percent. 

Overall,  we  estimate  that  rural 
hospitals  will  experience  no  change  as 
a  result  of  changes  to  the  APC  structure. 
We  estimate  that  rural  hospitals  with 
fewer  than  101  beds  will  experience 
decreases  of  0.1  to  0.5  percent  as  a  result 
of  APC  recalibration  and  that  rural 
hospitals  with  101  beds  or  more  will 
experience  increases  up  to  0.4  percent 
as  a  result  of  APC  recalibration.  We 
estimate  that  rural  hospitals  that  report 
fewer  than  43,000  lines  for  OPPS 
services  will  experience  decreases  of  1.2 
to  0.4  percent,  while  rural  hospitals  that 
report  43,000  or  more  lines  for  OPPS 
services  will  see  an  increase  of  0.1 
percenrin  payment  as  a  result  of  APC 
recalibration. 

Among  teaching  hospitals,  we 
estimate  that  the  impact  resulting  from 
APC  recalibration  will  include  an 
increase  of  0.4  percent  for  major 
teaching  hospitals  and  an  increase  of  0.3 
for  minor  teaching  hospitals. 

Classifying  hospitals  by  type  of 
ownership  suggests  that  voluntary, 
proprietary  and  governmental  hospitals 
will  see  an  estimated  increase  of  0.3 
percent  as  a  result  of  APC  recalibration. 

Finally,  we  estimate  that  hospitals  for 
which  DSH  payments  are  not  available 
will  experience  a  decrease  of  0.7  to  0.4 
percent.  We  estimate  that  most  other 
classes  of  hospitals  will  experience 
modest  increases  firom  CY  2010  to  CY 
2011  resulting  from  APC  recalibration. 

Column  3:  New  Wage  Indices  and  the 
Effect  of  the  Rural  Adjustment 

This  column  estimates  the  impact  of 
applying  the  final  FY  2011  IPPS  wage 
indices  for  the  CY  2011  OPPS  without 
the  influence  of  the  fi’ontier  State  wage 
index  adjustment  or  the  expiration  of 
the  section  508  wage  index  adjustment, 
which  are  not  budget  neutral.  The 
frontier  State  w'age  index  adjustment  is 
reflected  in  the  combined  impact  shown 
in  columns  5  and  6.  The  expiring 


section  508  adjustment  is  reflected  in 
column  6.  We  are  not  changing  the  rural 
payment  adjustment  for  CY  2011.  We 
estimate  that  the  combination  of 
updated  wage  data  and  nationwide 
application  of  rural  floor  budget 
neutrality  will  redistribute  payment 
among  regions.  We  also  updated  the  list 
of  counties  qualifying  for  the  section 
505  out-migration  adjustment.  Overall, 
we  estimate  that  urban  hospitals  will 
experience  no  change  from  CY  2010  to 
CY  2011,  and  that  rural  hospitals  will 
experience  a  decrease  of  0.2  percent  as 
a  result  of  the  updated  wage  indices.  We 
estimate  that  hospitals  in  rural  New 
England  States  and  rural  West  South 
Central  States  will  experience  increases 
of  0.8  and  0.7  percent,  respectively, 
while  other  rural  regions  will 
experience  decreases  from  0.6  to  0.1 
percent.  We  estimate  that  hospitals 
located  in  urban  New  England,  East 
North  Central,  West  South  Central  and 
Pacific  regions  will  experience  increases 
of  0.1  to  0.5  percent  while  other  urban 
regions  will  experience  no  change  or 
decreases  of  0.4  to  0.1  percent. 

Column  4:  All  Budget  Neutrality 
Changes  Combined  with  the  Adjusted 
OPD  Fee  Schedule  Increase 

We  estimate  that  the  addition  of  the 
adjusted  OPD  fee  schedule  increase 
factor  of  2.35  percent  (which  includes 
the  reduction  to  the  OPD  fee  schedule 
update  factor  of  a  0.25  percentage  point 
as  required  by  section  3401(i),  10319(g), 
and  section  1105(e)  of  the  Affordable 
Care  Act)  will  mitigate  the  negative 
impacts  on  hospital  payments  for  CY 
2011  created  by  the  budget  neutrality 
adjustments  made  in  Columns  2  and  3. 
Rural  hospitals  with  fewer  than  43,000 
lines  experience  the  smallest  increases 
of  between  1.4  and  1.9  percent.  In 
general.  Column  4  shows  that  all 
hospitals  will  experience  an  estimated 
increase  of  2.6  percent,  attributable  to 
the  2.35  percent  adjusted  OPD  fee 
schedule  increase  factor  combined  with 
the  budget  neutrality  adjustments. 

Overml,  we  estimate  mat  these 
changes  will  increase  payments  to  urban 
hospitals  by  2.7  percent.  We  estimate 
that  large  urban  hospitals  will 
experience  an  increase  of  2.8  percent, 
and  “other”  urban  hospitals  will 
experience  a  2.6  percent  increase.  We 
estimate  that  rural  hospitals  will 
experience  a  2.2  percent  increase  as  a' 
result  of  the  adjusted  OPD  fee  schedule 
increase  factor  and  other  budget 
neutrality  adjustments.  We  estimate  that 
urban  hospitals  that  bill  less  than  5,000 
lines  of  OPPS  services  will  experience 
the  largest  increase  of  4.8  percent  and 
that  rural  hospitals  will  experience 
increases  of  1.4  to  2.2  percent. 
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Among  teaching  hospitals,  we 
estimate  that  the  observed  impacts 
resulting  from  the  adjusted  OPD  fee 
schedule  increase  factor  and  other 
budget  neutrality  adjustments  will 
include  an  increase  of  2.8  and  2.6 
percent,  respectively,  for  major  and 
minor  teaching  hospitals. 

Classifying  hospitals  by  type  of 
ownership  suggests  that  proprietary  and 
government  hospitals  will  experience 
estimated  increases  of  2.7  percent,  while 
voluntary  hospitals  will  experience 
increases  of  2.6  percent. 

Column  5:  Frontier  State  Wage  Index 
Adjustment 

This  column  shows  the  impact  of  all 
budget  neutrality  adjustments, 
application  of  the  2.35  percent  adjusted 
OPD  fee  schedule  increase  factor,  and 
the  non-budget  neutral  impact  of 
applying  the  frontier  State  wage 
adjustment  (that  is,  the  frontier  State 
wage  index  change  in  addition  to  all 
changes  reflected  in  column  4).  In 
general,  we  estimate  that  all  facilities 
will  see  a  combined  increase  of  2.4 
percent  and  that  all  hospitals  will  see  a 
combined  increase  of  2.7  percent. 
Hospitals  in  the  rural  Mountain  Region 
will  see  an  increase  of  4.0  percent  as  a 
result  of  the  cornbined  effects  of  all 
budget  neutrality  adjustments, 
application  of  the  2.35  percent  adjusted 
OPD  fee  schedule  increase  factor,  and 
the  non-budget  neutral  impact  of 
applying  the  frontier  State  wage 
adjustment. 

Column  6:  All  Changes  for  CY  2011 

Column  6  compares  all  changes  for 
CY  2011  to  estimated  final  payment  for 
CY  2010,  including  the  change  in  the 
outlier  threshold,  payment  reductions 
for  hospitals  that  failed  to  meet  the  HOP 
QDRP  reporting  requirements,  the 
influence  of  the  expiration  of  the  section 
508  wage  adjustment,  and  the  difference 
in  pass-through  estimates  tha,t  are  not 
included  in  the  combined  percentages 
shown  in  Column  5.  This  column 
includes  estimated  payment  for  a 
handful  of  hospitals  receiving  reduced 
payment  because  they  did  not  meet 
their  hospital  outpatient  quality 
measure  reporting  requirements; 
however,  we  estimate  that  the 
anticipated  change  in  payment  between 
CY  2010  and  CY  2011  for  these 
hospitals  will  be  negligible.  (We.  further 
discuss  the  estimated  impacts  of 
hospitals’  failure  to  meet  these 
requirements  below  in  section  XX.D.  of 
this  final  rule  with  comment  period.) 
Overall,  we  estimate  that  facilities  will 
experience  an  increase  of  2.5  percent 
under  this  final  rule  with  comment 
period  in  CY  2011  relative  to  total 


spending  in  CY  2010.  The  projected  2.5 
percent  increase  for  all  facilities  in 
Column  6  of  Table  66  reflects  the  2.35 
percent  OPD  fee  schedule  increase,  less 
0.01  percent  for  the  change  in  the  pass¬ 
through  estimate  between  CY  2010  and 
CY  2011,  plus  0.15  percent  for  the 
difference  in  estimated  outlier  payments 
between  CY  2010  (0.85  percent)  and  CY 
2011  (1.0  percent),  and  less  0.06  percent 
due  to  the  expiration  of  the  special,  non¬ 
budget  neutral  wage  index  payments 
made  under  section  508,  plus  0.10 
percent  due  to  the  frontier  wage  index 
adjustment.  When  we  exclude  cancer 
and  children’s  hospitals  (which  are  held 
harmless  to  their  pre-OPPS  costs)  and 
CMHCs,  the  estimated  increase  is  2.8 
percent. 

We  estimate  that  the  combined  effect 
of  all  changes  for  CY  2011  will  increase 
payments  to  urban  hospitals  by  2.9 
percent.  We  estimate  that  large  urban 
hospitals  will  experience  a  2.9  percent 
increase,  while  “other”  urban  hospitals 
will  experience  an  increase  of  2.8 
percent.  We  estimate  that  urban 
hospitals  that  bill  less  than  5,000  lines 
of  OPPS  services  will  experience  an 
increase  of  5.1  percent,  and  we  estimate 
that  urban  hospitals  that  bill  5,000  or 
more  lines  of  OPPS  services  will 
experience  increases  between  2.7 
percent  and  3.6  percent. 

Overall,  we  estimate  that  rural 
hospitals  will  experience  a  2.4  percent 
increase  as  a  result  of  the  combined 
effects  of  all  changes  for  CY  2011.  We 
estimate  that  rural  hospitals  that  bill 
less  than  5,000  lines  of  OPPS  services 
will  experience  an  increase  of  3.6 
percent  and  rural  hospitals  that  bill 
5,000  or  more  lines  of  OPPS  services 
will  experience  increases  ranging  from 
1.9  percent  to  2.5  percent. 

Among  teaching  hospitals,  we 
estimate  that  the  impacts  resulting  from 
the  combined  effects  of  all  changes  will 
include  an  increase  of  3.0  percent  for 
major  teaching  hospitals  and  2.9  percent 
for  minor  teaching  hospitals. 

Classifying  hospitals  by  type  of 
ownership,  we  estimate  that  voluntary 
and  proprietary  hospitals  will  gain 

2.8  percent,  and  that  governmental 
hospitals  will  experience  an  increase  of 

2.9  percent., 

4.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  CMHCs 

The  last  line  of  Table  66  demonstrates 
the  isolated  impact  on  CMHCs.  CMHCs 
are  currently  paid  under  two  APCs  for 
services  under  the  OPPS:  APC  0172 
(Level  1  Partial  Hospitalization 
(3  services))  and  APC  0173  (Level  II 
Partial  Hospitalization  (4  or  more 
services)).  This  final  rule  with  comment 
period  further  refines  payment  within 


these  partial  hospitalization  APCs  for 
CY  2011  by  providing  two  payment 
rates  for  partial  hospitalization  Services 
for  each  provider  type  (CMHCs  and 
hospital-based  PHPs).  Specifically,  APC 
0172  is  retitled:  “Level  I  Partial 
Hospitalization  (3  services)  for  CMHCs;” 
APC  0173  is  retitled:  “Level  II  Partial 
Hospitalization  (4  or  more  services)  for 
CMHCs;”  new  APC  0175  is  titled:  “Level 
I  Partial  Hospitalization  (3  services)  for 
Hospital-Based  PHPs”  and  new  APC 
0176  is  titled:  “Level  II  Partial 
Hospitalization  (4  or  more  services)  for 
Hospital-Based  PHPs.”  We  are  adopting 
payment  rates  for  each  APC  based  on 
the  cost  data  derived  from  claims  and 
cost  reports  for  the  provider  type  to 
which  the  APC  is  specific  and  are 
providing  a  2-year  transition  to  CMHC 
rates  based  solely  on  CMHC  data  for  the 
two  CMHC  PHP  per  diem  rates.  For  CY 
2011,  we  are  calculating  the  CMHC  PHP 
APC  Level  I  and  Level  II  rates  by  taking 
50  percent  of  the  difference  between  the 
CY  2010  final  hospital-based  medians 
and  the  CY  2011  final  CMHC  medians 
and  adding  that  number  to  the  CY  2011 
final  CMHC  medians.  We  modeled  the 
impact  of  this  APC  policy  change 
assuming  that  CMHCs  will  continue  tn 
provide  the  same  number  of  days  of 
PHP  care,  with  each  day  having  either 
three  services  or  four  or  more  services, 
as  seen  in  the  CY  2009  claims  data.  We 
excluded  days  with,  one  or  two  services. 
Because  the  relative  weights  for  APC 
0172  (Level  1  Partial  Hospitalization  (3 
services))  and  APC  0173  (Level  II  Partial 
Hospitalization  (4  or  more  services)) 
both  decline  in  CY  2011  to  reflect 
CMHC  cost  data  for  partial 
hospitalization  services  provided  by 
CMHCs  under  this  final  rule  with 
comment  period,  we  estimate  that  there 
will  be  a  24.1  percent  decrease  in 
payments  to  CMHCs  due  to  these  APC 


impact  of  adopting  the  CY  2011  wage 
index  values  will  result  in  a  0.9  percent 
increase  in  payments  to  CMHCs.  We 
note  that  all  providers  paid  under  the 
OPPS,  including  CMHCs,  will  receive  a 
2.35  percent  OPD  fee  schedule  increase. 
Combining  this  OPD  fee  schedule 
increase,  along  with  changes  in  APC 
policy  for  CY  2011  and  the  CY  2011 
wage  index  updates,  changes  in  outlier 
and  pass-though  payments,  and  the 
expiration  of  section  508  wages,  we 
estimate  that  the  combined  impact  on 
CMHCs  for  CY  2011  will  be  a  21.1 
percent  decrease  in  payment. 

The  impact  on  hospitals  of  the 
changes  to  payment  rates  to  hospitals 
for  partial  hospitalization  services  is 
reflected  in  the  impact  of  all  changes  on 
hospitals. 
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All  providers  paid  under  the  OPPS 
will  receive  a  2.35  percent  OPD  fee 
schedule  increase  under  this  policy. 
Combining  this  OPD  fee  schedule 
increase,  along  with  changes  in  APC 


policy  for  CY  2011  and  the  CY  2011 
wage  index  updates,  changes  in  outlier 
and  pass-through  payments,  and  the 
expiration  of  section  508  wages,  we 
estimate  that  the  combined  impact 


hospitals  within  the  PPS  system  will  be 
a  2.5  percent  increase  in  total  pavment 
for  CY  2011. 
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TABLE  66.-ESTIMATED  IMPACT  OF  THE  FINAL  CY  2011  HOSPITAL 
OUTPATIENl  PROSPECTIVE  PAYMENT  SYSTEM 


New  Wage 
Index  and 

APC 

Rural 

Recallbratlon 

Adjustment 

(2) 

(3) 

Frontier 

Wage 

Index 

Adjustment 


[0] 


ALL  FACILITIES  * 

4,185 

ALL  HOSPITALS 

3,906 

excludes  hospitals  permanently  held  harmless  and  CMHCs 


URBAN  HOSPITALS 


RURAL  HOSPITALS 


SOLE  COMMUNITY 


OTHER  RURAL 


0  -  99  BEDS 


100-199  BEDS 


200-299  BEDS 


300-499  BEDS 


500 BEDS 


0  -  49  BEDS 


50-  100  BEDS 


101- 149  BEDS 
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Number 

of 


\m 


150-  199  BEDS  I 

62 

0.3 

200+  BEDS  ! 

45 

0.4 

LT  5,000 

Lines 

595 

5,000-  10,999 

Lines 

146 

11,000-20,999 

Lines 

233 

21,000-42,999 

Lines 

509 

42,999  -  89,999 

Lines 

708 

GT  89,999 

Lines 

728 

M 


Rsi 


LT  5,000 

Lines 

73 

-1.2 

0.3 

1.4 

5,000-  10,999 

Lines 

79 

-0.9 

0.2 

1.6 

11,000-20,999 

Lines 

183 

-0.6 

-0.1 

1.6 

21,000-42,999 

Lines 

-0.4 

-0.1 

1.9 

GT  42,999 

Lines 

248 

0.1 

-0.2 

2.2 

Lgtactw^fiijrnfj^n 


NEW  ENGLAND 

149 

0.3 

MIDDLE  ATLANTIC 

362 

0.3 

SOUTH  ATLANTIC 

461 

0.4 

EAST  NORTH 

CENT. 

471 

0.3 

EAST  SOUTH 

CENT. 

181 

0.2 

WEST  NORTH 
CENT. 

190 

0.4 

WEST  SOUTH 

CENT. 

469 

0.4 

MOUNTAIN 

198 

0.2 

PACIFIC 

390 

0.4 

PUERTO  RICO 

48 

-0.5 
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•  •  1 

Number 

of 

APC 

Hospitals 

Recalibration 

(1) 

(2) 

NEW  ENGLAND 

26 

0.5 

0.8 

MIDDLE  ATLANTIC 

67 

0.3 

-0.4 

SOUTH  ATLANTIC 

165 

0.0 

-0.4 

EAST  NORTH 

CENT. 

127 

0.1 

-0.6 

■  EAST  SOUTH 

CENT. 

176 

-0.2 

0.0 

WEST  NORTH 

CENT. 

102 

0.4 

-1.0 

WEST  SOUTH 

CENT. 

224 

-0.2 

0.7 

MOUNTAIN 

70 

-0.2 

-0.1 

PACIFIC 

30 

-0.2 

-  -0.3 

TEACHING  STATUS 


NON-TEACHING 


MINOR 


MAJOR 


DSH  PATIENT 
PERCENT 


0 


GT  0-0.10 


0.10-0.16 


0.16-0.23 


0.23  -  0.35 


GE  0.35 


DSH  NOT  AVAILABLE 


URBAN 

TEACHING/DSH 


TEACHING  &  DSH 


NO  TEACHING/DSH 


NO  TEACHING/NO 
DSH 


DSH  NOT 
AVAILABLE** 


TYPE  OF 


2,925 

0.2 

0.0 

694 

0.3 

-0.1 

287 

o;4 

0.0 

2.8 

2.9 

2.8 

3.0 
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Number 

of 

Hospitals 
_ (1) 

APC 

Recalibration 
_ (2) 

New  Wage 
Index  and 
Rural 

Adjustment 

(3) 

Comb  ! 
(cols  2.3)  ! 
with 
Market 
Basket 
Update 
(4) 

I 

Frontier 

Wage 

Index 

Adjustment 

(5) 

1 

All 

Changes  1 
(6) 

OWNERSHIP 

VOLUNTARY 

2,078 

0.3 

0.0 

2.6 

2.7 

.  2.8 

PROPRIETARY 

1,260 

0.3 

0.1 

2.7 

2.8 

2.8 

GOVERNMENT 

568 

0.3 

0.0 

2.7 

2.7 

2.9 

-• 

CMHCs 

217 

-24.1 

0.9 

-21.1 

-21.1 

-21.1 

Column  (1)  shows  total  hospitals. 


Column  (2)  shows  the  impact  of  changes  resulting  from  the  reclassification  of  HCPCS  codes  among  APC  groups  and 
the  recalibration  of  APC  weights  based  on  2009  hospital  claims  data. 


Column  (3)  shows  the  budget  neutral  impact  of  updating  the  wage  index  by  applying  the  FY  201 1  hospital  inpatient 
wage  index.  We  are  not  making  any  changes  to  the  rural  adjustment. 

Column  (4)  shows  the  impact  of  all  budget  neutrality  adjustments  and  the  addition  of  the  2.35%  adjusted  OPD  fee 
schedule  increase  factor  (2.6  percent  market  basket  reduced  by  0.25  percentage  point  in  accordance  with  the 
Affordable  Care  Act). 

Column  (5)  shows  the  non-budget  neutral  impact  of  applying  the  frontier  adjustment,  after  application  of  the  adjusted 
OPD  fee  schedule  increase  factor 


Column  (6)  shows  the  additional  adjustments  to  the  conversion  factor  resulting  from  a  change  in  the  pass-through 
estimate  and  adds  outlier  payments.  This  column  also  shows  the  expiration  of  section  508  wages  on  September  30, 
2010  and  the  application  of  the  frontier  wage  adjustment  for  CY  201 1 . 

‘These  4,185  providers  include  children  and  cancer  hospitals,  which  are  held  harmless  to  pre-BBA  payments,  and 
CMHCs. 

**  Complete  DSH  numbers  are  not  available  for  providers  that  are  not  paid  under  IPPS,  including  rehabilitation, 
psychiatric,  and  long-term  care  hospitals. 
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6.  Estimated  Effect  of  This  Final  Rule 
With  Comment  Period  on  Beneficiaries 

For  services  for  which  the  beneficiary 
pays  a  copayment  of  20  percent  of  the 
payment  rate,  the  beneficiary  share  of 
payment  will  increase  for  services  for 
which  the  OPPS  payments  will  rise  and 
will  decrease  for  services  for  which  the 
OPPS  payments  will  fall.  For  example, 
for  a  service  assigned  to  Level  IV  Needle 
Biopsy/ Aspiration  Except  Bone  Marrow 
(APC  0037)  in  the  CY  2010  OPPS,  the 
national  unadjusted  copa3nment  is 
$228.76,  and  the  minimum  unadjusted 
copayment  is  $208.97.  For  CY  2011,  the 
national  unadjusted  copayment  for  APC 
0037  will  be  $228.76,  the  same  rate  in 
effect  for  CY  2010.  The  minimum 
unadjusted  copayment  for  APC  0037 


will  be  $216.29  or  20  percent  of  the  CY 
2011  national  unadjusted  payment  rate 
for  APC  0037  of  $1,081.42.  The 
minimum  unadjusted  copayment  will 
rise  because  the  payment  rate  for  APC 
0037  will  rise  for  CY  2011.  In  all  cases, 
the  statute  limits  beneficiary  liability  for 
copayment  for  a  procedure  to  the 
hospital  inpatient  deductible  for  the 
applicable  year.  The  CY  2010  hospital 
inpatient  deductible  is  $1,100.  The  CY 
2011  hospital  inpatient  deductible  was 
not  known  at  the  time  this  final  rule  was 
written. 

In  order  to  better  understand  the 
impact  of  changes  -in  copayment  on 
beneficiaries,  we  modeled  the  percent 
change  in  total  copayment  liability 
using  CY  2009  claims.  We  estimate, 
using  the  claims  of  the  4,185  hospitals 


and  CMHCs  on  which  our  modeling  is 
based,  that  total  beneficiary  liability  for 
copayments  will  decline  as  an  overall 
percentage  of  total  payments,  from  22.3 
percent  in  CY  2010  to  21.9  percent  in 
CY  2011. 

7.  Conclusion 

The  changes  in  this  final  rule  with 
'  comment  period  will  affect  all  classes  of 
hospitals  and  CMHCs.  We  estimate  that 
some  classes  of  hospitals  will 
experience  significant  gains  and  others 
less  significant  gains,  but  all  classes  of 
hospitals  will  experience  positive 
updates  in  OPPS  payments  in  CY  2011 
with  one  exception.  We  estimate  that 
CMHCs  will  see  an  overall  decrease  in 
payment  of  21.1  percent  during  this  first 
year  of  a  two-year  transition  to  payment 
rates  for  partial  hospitalization  services 
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at  CMHCs  based  on  cost  report  and 
claims  data  submitted  by  CMHCs. 

Table  66  demonstrates  the  estimated 
distributional  impact  of  the  OPPS 
budget  neutrality  requirements  that  will 
result  in  a  2.5  percent  increase  in 
payments  for  all  services  paid  under  the 
OPPS  in  CY  2011,  after  considering  all 
changes  to  APC  reconfiguration  and 
recalibration,  as  well  as  the  adjusted 
market  basket  increase,  wage  index 
changes,  including  the  frontier  State 
wage  index  adjustment  and  the 
expiration  of  section  508  wage  index 
reclassifications,  estimated  payment  for 
outliers,  and  changes  to  the  pass¬ 
through  payment  estimate.  The 
accompanying  discussion,  in 
combination  with  the  rest  of  this  final 
,rule  with  comment  period,  constitutes  a 
regulatory  impact  analysis. 

8.  Accounting  Statement 

As  required  by  OMB  Circular  A— 4 
(available  at  http:/f 
www.whitehouse.gov/omb/circuIars/ 
a004/ a-4.pdf],  in  Table  67,  we  have 
prepared  an  accounting  statement 
showing  the  CY  2011  estimated  hospital 
OPPS  incurred  benefit  impact 
associated  with  the  CY  2011  OPD  fee 
schedule  increase  shown  in  this  final 
rule  with  comment  period  based  on  the 
FY  2011  President’s  Budget.  All 
estiniated  impacts  are  classified  as 
transfers. 

Table  67— Accounting  Statement: 
CY  2011  Estimated  Hospital 
OPPS  Transfers  From  CY  2010 
To  CY  201 1  Associated  With  the 
Final  CY  2011  Hospital  Out¬ 
patient  OPD  Fee  Schedule  In¬ 
crease 


Category 

Transfers 

Annualized  Mone¬ 
tized  Transfers. 

$0.7  billion. 

From  Whom  to 

Federal  Government  to 

Whom. 

outpatient  hospitals 
and  other  providers 
who  received  pay¬ 
ment  under  the  hos¬ 
pital  OPPS. 

Total . 

$0.7  billion. 

C.  Effects  of  ASC  Payment  System 
Changes  in  This  Final  Rule  With 
Comment  Period 

On  August  2,  2007,  we  published  in 
the  Federal  Register  the  final  rule  for 
the  revised  ASC  payment  system, 
effective  January  1,  2008  (72  FR  42470). 
In  that  final  rule,  we  adopted  the 
methodologies  to  set  payment  rates  for 
covered  ASC  services  to  implement  the 
revised  payment  system  so  that  it  will 
be  designed  to  result  in  budget 


neutrality  as  required  by  section  626  of 
Public  Law  108-173;  established  that 
the  OPPS  relative  payment  weights  will 
be  the  basis  for  payment  and  that  we 
will  update  the  system  annually  as  part 
of  the  OPPS  rulemaking  cycle;  and 
provided  that  the  revised  ASC  payment 
rates  will  be  phased  in  over  4  years. 
During  the  4-year  transition  to  full 
implementation  of  the  ASC  payment 
rates,  payments  for  surgical  procedures 
performed  in  ASCs  that  were  on  the  CY 
2007  ASC  list  of  covered  surgical 
procedures  were  made  using  a  blend  of 
the  CY  2007  ASC  payment  rate  and  the 
ASC  payment  rate  calculated  according 
to  the  ASC  standard  ratesetting 
methodology  for  the  applicable 
transitional  year.  In  CY  2009,  we  paid 
ASCs  using  a  50/50  blend,  in  which 
payment  was  calculated  by  adding  50 
percent  of  the  CY  2007  ASC  rate  for  a 
surgical  procedure  on  the  CY  2007  ASC 
list  of  covered  surgical  procedures  and 
50  percent  of  the  CY  2009  ASC  rate 
calculated  according  to  the  ASC 
standard  ratesetting  methodology  for  the 
same  procedure.  For  CY  2010,  we 
transitioned  the  blend  to  a  25/75  blend 
of  the  CY  2007  ASC  rate  and  the  CY 
2010  ASC  payment  rate  calculated 
according  to  the  ASC  standard 
ratesetting  methodology.  In  CY  2011,  we 
will  pay  ASCs  for  all  covered  surgical 
procedures,  including  those  on  the  CY 
2007  ASC  list,  at  the  ASC  payment  rates 
calculated  according  to  the  ASC 
standard  ratesetting  methodology. 

ASC  payment  rates  are  calculated  by 
multiplying  the  ASC  conversion  factor 
by  the  ASC  relative  payment  weight.  As 
discussed  fully  in  section  XV.  of  this 
final  rule  with  comment  period,  we  set 
the  CY  2011  ASC  relative  payment 
weights  by  scaling  CY  2011  ASC  relative 
payment  weights  by  the  ASC  scaler  of 
0.9238.  The  estimated  effects  of  the 
updated  relative  payment  weights  on 
payment  rates  during  this  first  year  of 
full  implementation  of  the  ASC 
payment  rates  calculated  according  to 
the  ASC  standard  ratesetting 
methodology  are  varied  and  are 
reflected  in  the  estimated  payments 
displayed  in  Tables  68  and  69  below. 

Beginning  in  CY  2011,  section  3401  of 
the  Affordable  Care  Act  requires  that  the 
*  annual  update  to  the  ASC  payment 
system,  which  is  the  consumer  price 
index  for  all  urban  consumers  (CPI-U), 
be  reduced  by  the  productivity 
adjustment.  The  Affordable  Care  Act 
defines  the  productivity  adjustment  to 
be  equal  to  the  10-year  moving  average 
of  changes  in  annual  economy-wide 
private  nonfarm  business  multi-factor 
productivity  (MFP)  (as  projected  by  the 
Secretary  for  the  10-year  period  ending 
with  the  applicable  fiscal  year,  year. 


cost  reporting  period,  or  other  annual 
period).  We  calculated  the  CY  2011  ASC 
conversion  factor  by  adjusting  the  CY 
2010  ASC  conversion  factor  by  0.9996  to 
account  for  changes  in  the  pre-floor  and 
pre-reclassified  hospital  wage  indices 
between  CY  2010  and  CY  2011  and  by 
applying  the  CY  2011  MFP-adjusted 
CPl-U  of  0.2  percent  (1.5  percent  CPI- 
U  minus  1.3  percent  MFP).  The  CY  2011 
ASC  conversion  factor  is  $41,939. 

1.  Alternatives  Considered 

Alternatives  to  the  changes  we  are 
making  and  the  reasons  that  we  have 
chosen  specific  options  are  discussed 
throughout  this  final  rule  with  comment 
period.  Some  of  the  major  ASC  issues 
discussed  in  this  final  rule  with 
comment  period  and  the  options 
considered  are  discussed  below. 

a.  Alternatives  Considered  for  Office- 
Based  Procedures 

According  to  our  final  policy  for  the 
revised  ASC  payment  system,  we 
designate  as  office-based  those 
procedures  that  are  added  to  the  ASC 
list  of  covered  surgical  procedures  in  CY 
2008  or  later  years  and  that  we 
determine  are  predominantly  performed 
in  physicians’  offices  based  on 
consideration  of  the  most  recent 
available  volume  and  utilization  data  for 
each  individual  procedure  HCPCS  code 
and,  if  appropriate,  the  clinical 
characteristics,  utilization,  and  volume 
of  related  HCPCS  codes.  We  establish 
payment  for  procedures  designated  as 
office-based  at  the  lesser  of  the  MPFS 
nonfacility  practice  expense  payment 
amount  or  the  ASC  rate  developed 
according  to  the  standard  methodology 
of  the  revised  ASC  payment  system. 

In  developing  this  final  rule  with 
comment  period,  we  reviewed  the  full 
CY  2009  utilization  data  for  all  surgical 
procedures  added  to  the  ASC  list  of 
covered  surgical  procedures  in  CY  2008 
or  later  years  and  for  those  procedures 
for  which  the  office-based  designation  is 
temporary  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60605  through  60608).  Based  on  that 
review,  and  as  discussed  in  section 
XV.C.l.b.  of  this  final  rule  with 
comment  period,  we  are  newly 
designating  two  surgical  procedures  as 
permanently  office-based  emd  making 
permanent  the  office-based  designations 
of  three  existing  surgical  procedures 
that  have  temporary  office-based 
designations  in  CY  2010.  In  addition, 
we  are  making  temporary  office-based 
designations  for  seven  procedures  in  CY 
2011  that  were  designated  as 
temporarily  office-based  for  CY  2010. 
We  considered  two  alternatives  in 
developing  this  policy. 
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